United States

Environmental Protection Agency
Washington, DC 20460

|j Reslistration OPP idenfifier
Number
Amendment

[ ]
Other

Application for Pesticide — Section |

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classffication
EPA File Symbol 524-LOL Sheryl Reilly
Company/Product {Name) PM# g None D Restricted
MON 89034 x TC1507 * MON 88017 x DAS-59122-7 92

5. Name and Address of Applicant {include ZIP Code)
Monsanto Company
800 N. Lindbergh Blvd.
St. Louis, MO 63167

|:| Check if this is a new address

EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(BXi),
my productis similar or identical in composition and labeling to:

Product Name

on -l

Secti
D Amendment — Explain below.
‘:I Resubmission in response to Agency letter dated
D MNotification — Explain below.

D Final printed labels in response to
Agency letfer dated

D *Me Too"” Application.
}X{_ Other — Explain below.

Dec 89,2010

Explanation: Use additional page(s} if necessary. (For Section | and Section I1.)
Dow AgroSciences’ and Monsanto’s Response to Uncertainties Raised by the SmartStax® RIB Scientific Advisory Panel,

Section -l

1. Material This Product Wili Be Packaged n:

I:] Stenciled

D Paper glued

Child-Reslslant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes* Yes I:I Yes % NS
Plaslic
No No No
] L] ] .
* Ceriification must If“Yes" No. per If “Yes” o, per D Paper
be submitted Unit Packaging Container Package wat. Contalner
. wgt, D Cther
_ {Speciy)
3. Location of Net Contents Information 4. Size{s) Retall Container 5. Location of Label Direclions
D Label D Caontainer D On Label
D On Labeling accompanying product
6. Manner in Which Label is Affixed to Product D Lithograph I:] Other

Section-IV

2 I
IF 32

1. Contact Point {Complete ilems directly betow for identification of individual o be contacled, If necessary, fo process i applicalion.) s

! cerify that the stalements | have made on this form and aft altachments therelo are frue,

accurale and complete.

MName Title : |Te|:-)piwne;\l,o5 (faciude Area
Dr, Russell P. Schneider Senior Director, Regulatory Affairs and * ¢ ©ade} 3
Policy Joit (202)333-2866
Cerfification ; ‘ ; i ‘6; ‘Date Application

! acknowiedge thal any knowingly false or misleading slalemen! may be punishiabte by fine or imprisonment or A ? f‘ Gatved
bolft under applicable faw. ’
._| (Stamped)
2. Signat 3. Title i
/\f Regulatory Affairs Manager
"4 {Typed Name 5. Date
J. Austin Burns Ph.D.  Tel. (314) 694-6514 March 18, 2011

Piease read instruclions on reverse before completing form,

Monsanto Company 07-CR-192

Form Approved. OMB No. 2070-0060. Approval Expires 2-28-85
EPA Form 8570-1 (Rev. 3-84) Previous editions are obsctete. White - EPA File Copy {original)  Yellow - Applicant Copy
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. e ]
2 UNITED STATES ENVIRONMENTAL PRO | cCTION AGENCY
WE PA 401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The pubic reporiing burden for this collection of information is estimated to average 1.25 hours per response for
registration and 0.25 hours per response for reregistration and speciat review activities, including time for reading the instructions and compteting the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of informalion, including suggestions for reducing the
burden to Director, OPPE Informalion Management Division {2137), U.S. Environmentat Protection Agency, 401 M Street, S.W,, Washington DC, 20460.
Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number:  (314) 694.6514 £PA Registration Number / File Symbol:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LOL

Active Ingredtent(s) andfor representative test compound(s): Baciffus thiringiensis Cryt A.t05, | pate:
Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab] Proteins and the Genetic Materiats (Vectors PV-

ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in March 18, 2011
MON 89034 x TC1507 x MON 88017 x DAS-59122-7
General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TCI507 %
Terrestrial field crop MON 88017 x DAS-59122-7

NOTE: [f your product is a t00% repackagling of another purchased EPA-registered praduct tabeled for all the same uses on your label, you do not
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27),

D t am responding te a Data-Call-in Notice, and have included with this form a tist of companies sent offers of compensafion (the Data Matrix form
should be used far this purpose).

Section I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all methad of support, and have induded with | am using the selective method of support (or cite-all option under
D thts form a list of companies sent offers of compensation {the m the selective method), and have included with this form a
Data Maltrix Farm should be used for this purpose). completed list of data reguirements (the Data Matrix form must be
usad),

Section Il GENERAL OFFER TO PAY

D [Required if using the cite-all method or when using the cite-all oplion under the selective method to satisfy one or more data requirements)
| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this applicalion, to the exlent required by FIFRA,

Section [Il: CERTIFICATION

t certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by alt data submitted or cited in
the apolication for registration, the form for registration, or the Data-Caltin response. In addition, if the cite-alt aption or cite-all option under the setective
method is tndicated tn Section 1, this application is supported by all data in the Agency's files that (1) concern the properties ar effects of this product or
an identical or substantialty simtlar product, one or mare of the ingredients tn this produck, and (2} is a type of dala that would be required to be submiited
under the data requirements in effect on the date of approval of this application if the application sought the inilial registration of a product of Idenlical or
stmilar composition and uses.

| certify that for each exclusive use study cited in support of this registration aor reregistration, that | am the original data submitter or that t have abtalned
the written permission of the original data submitter to clte that study.

I cerlify that for each study cited in support of this registration or reregisiration that is not an exclusive use study, either: (a) | am jhe original data
submitter; (b} | have ablained the permission of the original data submilter to use the study in support of this appitcation; {c) all periodssof eligibility for
campensation have expired for the study; (d) the study is in the public literature; (e) | have nofified in writing the company that submittéd the study and
have offered (i) to pay compensalion to the extent required by seclions 3(¢c)(1)(F) andfor 3(c){2)(B} of FIFRA: and (ii) to compienge hegotialions to
determine the amount and terms of compensation, if any, to be patd for the use of the study. 33 3
| certify that in all Instances where an offer of compensation is required, copies of all offers {0 pay compensation ahd edidgnce of ;helr delivery in

accordance with sections 3(c)( f)(F) andfor 3(c)(2}(B) of FIFRA are availabte and will be submitted to the Agency upon request. Shautdd fzit to praduce
such evidence to the Agency upon request, ) understand that the Agency may initiate action to deny, cancel or suspenfl ihe,reglslrahon of my product in
conformity with FIFRA, Rt s

t certtfy that the statements t have made on this form and alt attachments to It are true, accurate, and compléta’ i :icknowle&ga that any
knowtngty false of misleading statement may be puntshabte by fine or imprisonment of both under the applicadie’taw.

Signature Date Typed or Printed Name and:‘ﬁlfe’ 2

] W 3.._(?-—-}0({ J. Austin Burns PSSR

Regulatory Affairs Manager

Monsanto Company 07-CR-192E-E2 Page 3 of §
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~ Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporling burden for this colleclion of information is eslimated to average 0.25 hours per response for regislration activities and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimale or any
other aspect of this coltection of information, including suggestions for reducing the burden to: Director, OFPE Information Management Divigion {2137), U.S. Environmential Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form o this address.

DATA MATRIX

Date: March 18, 2011 EPA Reg. No./File Symbal: 524-LOL | Page t of
Applicant's/Registrant's Name & Address: Product: MON 89034 x TC1507 x MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 x DAS-59122-7 )
Ingredients: Bacillus thnringiensis Cryl A, 105, Cry2Ab2, CrytF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genctic Matenals (Vectors PV-ZMIR2435, PHP8999, PV-ZMIR39, and 4

PHP17662) Necessary for their Production in MON 89034 = TC1507 x MON 88017 x DAS-59122-7 (OECD Unique ldentifrer: MON-89@334-3 x DAS-015@7-1 x MON-88@17-3 *
DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Administrative Materials for Dow
AgroSciences” and Monsanto’s Response to
Uncertainties Raised by the SmartStax® RIB
Scientific Advisory Panel, -

Dec 89,2010 This
Monsanto Company QWN Application
Dow AgroSciences’ and Monsanto’s N
Response to Uncertainties Raised by the Addltlm"lal
SmartStax® RIB Scientific Advisory Panel, Supporting
Dec §-9, 2010 IRM
Monsanto Company OWN Information
Signature Name and Title Date

- W J. Austin Burns, Ph.D. March 18, 2011

Regulatory Affairs Manager

EPA Forrn 8570-35 {9-97) Sleztronic ard Paper verstons available, Submit only Paper version. Agency Internat Use Copy

- w =
aaaaa

......

4
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Monsanto Company 07-CR-192E-E2 Page 4 of §
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SEPA

Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Nofice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2 £37), U.S. Environmental Protection Agency,

401 M Street, S.W., Washinglon, DC 20468, Do not send the form to this address.

DATA MATRIX

Date: February 14, 2011

EPA Reg. No./File Symbol: 524-LOL | Page t of t

Applicants/Registrant's idame & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product: MON 89034 x TC1507 x MON 88017
x DAS-59122.7

Ingredienis: Baciflus thuringiensis Cryl A_105, Cry2Ap2, Cryl F, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materials {Vectors PV-ZMIR245, PHP8999, PV.ZMIR39, and
PHP17662} Necessary for their Production in MON 89034 x TC1507 x MON 88017 * DAS-59122-7 (OECD Unique Idcntifier: MON-89@34-3 x DAS-@15@7-1 x MON-88@17-3 x

DAS-59122-7)

Guideline Reference Number Guideline Study Name

Signature

‘_W—
e - -

T

MRID Number Submitter Status Note
This
Monsante Company OWN Application
Additional
Supporting
IRM
Monsante Company OWN Information
Name and Title Date
I. Austin Burns, Ph.D. March 18, 2011
Regulatory Affairs Manager

L
L
1"

EPA Fomm 8570-35 (9-97} E]eclron'rbynd?ﬁgeL veérsions available, Submit only Paper version.

-
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Monsante Company (07-CR-192E-E2

Public File Copy
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S0 5’%@. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

s A 3 WASHINGTON, D.C. 20460
Dy
U ppot®
March 1, 2011

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

RUSSELL P. SCHNEIDER
MONSANTO COMPANY

1300 1 STREET, NW, SUITE 450 EAST
WASHINGTON, DC  20005-

PRODUCT NAME: MON 89034 X TC1507 X MON 88017 X DAS-59122-7
COMPANY NAME: MONSANTO COMPANY

OPP IDENTIFICATION NUMBER:

EPA FILE SYMBOL: 524-LOL

EPA RECEIPT DATE: 02/16/11

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast .
track review. The package will now be forwarded to the Product Manager for review to

determine its acceptability for fast track status,

If you have any questions, please contact Biologicals & Pollution Prevention Division,
PM Team 92, at (703) 308-8269.

Sincerely,

Yk fhppae
Front End Processing Staff

Information Services Branch
Information Technology & Resources Management Division
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Cbt.amcc{—b Non PR LA per 3L\em1\ Qﬂi\\‘}

A

[Fee for Service]  1890647D-
This package includes the following for Division
©New Registration ©AD
® Amendment “EFED
°RD
“Studies? P Fee Waiver? Risk M 5
S r.
DOvolpay % Reduction: ____ ! J
Receipt No. S-| 890647
EPA File Symbol/Reg. No. | 524-LOL
Pin-Punch Date: | 2/16/2011

Action Code:

1'"'{ch:]uested ;

e

‘ 9

Granted:

Amount Due: $ ﬁ

Inert Cleared for Intended Use

Reviewer:

¢ This item is NOT subject to FFS action.

Parent/Child Decisions:

Uncleared Inert in Product

Date: 01/@-//(

S/L:,z/d@

Remarks:

Kttt Cabtgprny | bt indiietdon fiade oppl- b

His was U proheol Comrer .

\s emad o &{25/” (C°9'j "‘-'{67{_.-? 3!65
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Re: Fw: RESPONSE REQUIRED BY 3/2/11: Proof of PRIA fee payment
required for protocol review (EPA file symbol 524-LOL)
Sheryl Reilly to: Teresa Downs 02/282011 04:19 PM

Teresa,
We did ask for this protocol, so it should not be a PRIA submission.
| apologize for any confusion this has caused.

Sheryl

Sheryl K. Reilly, Ph.D.

Chief, Microbial Pesticides Branch
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs (7511P)

U.8. Environmental Protection Agency
reilly.sheryl@epa.gov

703-308-82689 (phone)

703-308-7026 (fax)

Visit http://'www.epa.gov/pesticides

Teresa Downs narning; Sheryl; Please see Russ Schnei... - 17.02/28/2011 06:58:27 AM
From: Teresa Downs/DC/USEPA/US
To: Sheryl Reilly/DC/USEPAIUS@EPA
Ce: "SCHNEIDER, RUSSELL P [AG/1920]" <russell.p.schneider@monsanto.com>
Date: 02/28/2011 06:59 AM
Subject: Fw. RESPONSE REQUIRED BY 3/2/1t. Proof of PRIA fee payment required for protocol review

(EPA file symbol 524-LOL)

Good morning, Sheryl,

Please see Russ Schneider's email below concerning the protocol that you coded last week. Please let
me know If you need to see this action; | have it on my desk.

Teresa Downs

Information Services Branch

Office of Pesticide Programs

U.8. Environmental Protection Agency

phone: (703)305-5363

fax: (703)305-7670

www.epa.gov/pesticides

- Forwarded by Teresa Downs/DC/USEPA/US on 02/28/2071 06:56 AM -~--

From: "SCHNEIDER, RUSSELL P [AG/1920]" <russell.p.schneider@monsanto.com>

To: Teresa Downs/DC/USEPA/US@EPA

Cc: "JENKINS, DANIEL J [AG/1920)" <daniel.j.jenkins@monsanto.com>

Date: 0272472011 03:50 PM

Subject; RE: RESPONSE REQUIRED BY 3/2/11: Proof of PRIA fee payment reguired for protocol review

(EPA file symbol 524-LOL)

Teresa,

337



Per my voice mail, the protocol we sent to the Biopesticide and Pollution
Prevention Division was not for their review, but a response to their reguest
for a protocol that Monsanto uses to certify manufacturing facilities. There
should be nc fee or PRIA action assigned to this information as it was
requested by BPPD as a FYI.

Thanks, and please let me know of your decision.
RUss

Dr. Russell P. Schneidexr

Senior Director, Regulatory Affairs and Policy
Monsanto Company

1300 T St., NW

Suite 450 East

Washington, DC 20005

202/383-2866

----- Original Message~~---

From: Downs.Teresa@epamail.epa.gov [mailto:Downs.Teresa@epamail.epa.gov]
Sent: Thursday, February 24, 2011 3:13 PM

To: SCHNEIDER, RUSSELL P [AG/1920]

Subject: RESPONSE REQUIRED BY 3/2/11: Proof of PRIA fee payment reguired for
protocol review (EPA file sywbol 524-LOL)

Dear Dr. Schneider:

The Biopesticide Division’s PRIA team has identified the above action as
subject to action code B802. Please email me a pay.gov receipt or a
copy of a check in the amount of $5,789 as proof of fee payment.

Section 33(B][2(D) of the Federal Insecticide, PFungicide, and
Rodenticide Act (FIFRA), as amended by the Pesticide Registration -
Improvement Renewal Act, provides that the fee is due upon submission of
the application. We received this action on 2/16/11. If proof of fee
payment is not received by COB on 3/2/11, then we will reject this
action for non-payment of the PRIA fee and send you an invoice for
$1,448. The Agency is reguired to collect a minimum of 25% of the
applicable fee even if an application is rejected. If you do not pay
the invoice by the date specified therein, then the fees will be treated
as a claim of the United States Government subject to subchapter II of
chapter 37 of title 31, United States Code.

If you have questions about the assignment of the above action code,
please contact Sheryl Reilly at reilly.sheryl@epa.gov or (703)308-8269.

Sincerely,

Teresa Downs

Information Services Branch

Office of Pesticide Programs

U.S5. Bnvironmental Protection Agency

phone: ({703)305-5363

fax: {703)305-7670

www.epa.gov/pesticides

This e-mail message may contain privileged and/or confidential information,
and is intended to be received only by persons entitled

to receive such information., If you have received this e-mail in error, please
notify the sender immediately. Please delete it and
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all attachments from any servers, hard drives or any other media. Other use of
this e-mail by you is strictly prohibited.

All e-mails and attachments sent and received are subject to monitoring,
reading and archival by Monsanteo, including its

subsidiaries. The recipient of this e-mail is solely responsible for checking
for the presence of "Viruses" or other "Malware".

Monsanto, along with its subsidiaries, accepts no liability for any damage
caused by any such code transmitted by or accompanying

this e-mail or any attachment.

The infermation contained in this email may be subject to the export control
laws and regulations of the United States, potentially

including but not limited to the Export Administration Regulations (EAR) and
sanctions regulations issued by the U.S5. Department of

Treasury, Qffice of Foreign Asset Controls (OFAC). As a recipient of this
information you are obligated to comply with all

applicable U.S. export laws and regulations.
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RESPONSE REQUIRED BY 3/2/11: Proof of PRIA fee payment required for
protocol review {EPA file symbol 524-LOL)
Teresa Downs to: SCHNEIDER, RUSSELL P {AG/1920] 02/24/2011 03:12 PM

Dear Dr. Schneider:

The Biopesticide Division’s PRIA team has identified the above action as subject to action code BS02.
Please email me a pay.gov receipt or a copy of a check in the amount of $5,789 as proof of fee payment.

Section 33(B)(2(D) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended by
the Pesticide Registration Improvement Renewal Act, provides that the fee is due upon submission of the
application. We received this action on 2/16/11. If proof of fee payment is not received by COB on 3/2/11,
then we will reject this action for non-payment of the PRIA fee and send you an invoice for $1,448. The
Agency is required to collect a minimum of 25% of the applicable fee even if an application is rejected. If
you do not pay the invoice by the date specified therein, then the fees will be treated as a ¢laim of the
United States Government subject to subchapter I of chapter 37 of title 31, United States Code.

if you have questions about the assignment of the above action code, please contact Sheryl Reilly at
reilly.sheryl@epa.gov or (703)}308-8268.

Sincerely,

Teresa Downs

information Services Branch

Office of Pesticide Programs

LS. Environmental Protection Agency
phone: (703)305-5363

fax: (703)305-7670
www.epa.gov/pesticides
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) MWGQ )
ONHOEDR
Pending re¢ceipt of certification of PRIA fee payment

Date placed on hold: GQ/ a?—‘tL/ //

{ [
Date released:; 3/ / } I

N

Receipt: S~ £90 Q?‘?

File Symbol/Reg. #,__ IR~ 0(_

Registrant contact information:
Name:_ éjg% Sohne:'o{ﬁf

Phone #Email addyess: 55¢€

il
Notes: N» f)ﬁ
18;2,4////{ Si):’”w'@

Neé k mpnsanle , (I

78

Information Services Branch point of contact: Teresa Downs, S-6922, (703)305-5363
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— i ;
. - CPP ldeniifier
— ,_] Registration Number
Environmental Protection Agency D Amendment
Washington, DC 20460
Z| Other
B Application for Pesticide — Section |
t. Company/Product Number 2. EPA Produc! Manager 3. Proposed Classification
EPA File Symbol 524-LOL Sheryl Reilly
Company/Product (Name) PM # None D Restricted
MON 89034 x TC1507 x MON 88017 * DAS-59122-7 92
5. Name and Address of Applicant {fncfude ZiP Code) 6. Expedited Review. !naccordance with FIFRA Section 3(c)(3}(B)(i),
Monsanto Company my product is similar or identical In composition and labeling to:
800 N. Lindbergh Blvd. EPA Reg. No.
St. Louis, MO 63167
D Product Name
Check if this is a new address

Section — i
. Final prinled labels in response to
D Amendment — Explain below, D Agency letter dated
D Resubmission in response to Agency letter dated D “Me Too" Application.

D Noftiication — Explain below. Cther — Explain betow,

Explanatlon: Use additional page(s) if necessary. (For Section | and Section 1.}
Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner’s Qualification for
Seed Mix Refuge Products (RIB)

Section - Il
1. Materiat This Product Will Be Packaged !n:
chitd-Resistant Packaging Unit Packaging Water Sotuble Packaging 2. Type of Container
Yes® Yes Yes D :‘retat
] lastic
, O O mp o e
* Certification must i Yes" No. per i Yes" No. per D Paper
be submitted Unit Packaging Container Packaga wat. Container D otk
wot. : ther
(Specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Labe! Directions

D Label D Container D On Label
D Cn Labeling accompanying product

6. Manner in Which Label is Affixed to Product | ] Lithograph [ ] other
D Paper glued

[] stenciled

Section - IV

1. Contact Point {Complele ifems direclly below for fdentificalion of individual to be confacfed, if necessary, Io process this applicalion.)

Name Title Telephone Na. {inthide Area
Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & | Code) i
Policy (202 383:2866
Certification 6. Date Apptication
{ certify thal the sfalements | have made on this form and aff affachmenis therefo are bue, accurale and compierd? *3 7 3 Huind
{ acknowledge that any knowingly fafse or misteading slalement may be punishabie by fine or imprisonment or * : e ;B,
both under applicable taw. EEERS: : (%f,amped)
) b B
2. Signature 3. Title Vi 55 g T 1
. W Regulatory Affairs Manager ,,;,.’ )
4. Wme 5, Date .))::)
. Austin Bumns Ph.D.  Tel. (314) 694-6514 February 14, 2011 |
Please read insiructions on reverse before complefing form. Form Approved. OMB No. 2070-0060. Approval Expit 23 2226495
} EPA Form 8570-1 (Rev. 3-94) Previous edlilons are obsolete. White - EPA Flle Copy (original)  Yellow - Applicant Copy
Monsanto Company 07-CR-192E-E2 Page2 of 5
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| v :
MONSANTO
imagne
? 483940-00
February 14,2011
MoNsaNTe CoMPANY
] . 8oo NoatH LiNDBERGH BLyp
Document Processing Desk ST. Louis, MiSSOURI 63167
Office of Pesticide Programs (7504P) http:/ /www.monsanto.com

U.S. Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and
Pollution Prevention Division (7511P)

Subject: Additional information regarding the manufacturing process and refuge assurance
program for a 5% seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 (Genuity® SmartStax®; EPA File Symbol 524-LOL)

Dear Dr. Reilly:

Thank you and your team for the opportunity to review our proposed manufacturing processes
for a 5% seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 on
February 3, 2011. As requested by Mike Mendelsohn, accompanying this letter is an additional
document describing the Monsanto licensee seed conditioner’s qualification for seed mix refuge
products. This document, in addition to the submission on January 28, 2011 clarifying
Monsanto’s manufacturing process and standards, addressing both Monsanto-owned and licensee
operated facilities should help clarify Monsanto’s Refuge Assurance Program for seed mix
refuge products (RIB). '

The documents accompanying this letter have been classified “A” or “B”, as defined by the
Agency:

= Category “A”: Materials that can be released to anyone, regardless of affiliation 1o a
foreign or multi-national pesticide producer.

» Category “B”: Information can be released only to individuals that attest they are not
employees or agents of a foreign or multi-national pesticide producer, as per EIERA
Section 10(g). “eceo’

£ €

L4 LA &

i ¢
L

Monsanto Company 07-CR-192E-E2 Page 1 of 2
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Documents accompanying this letter:

Document Category
Cover letter A
Transmittal document A

Administrative Materials for Monsanto
Protocol/Refuge Assurance Program,
including Licensee Seed Conditioner’s | A
Qualification for Seed Mix Refuge
Products (RIB)

48384001| Monsanto Protocol/Refuge Assurance
Program, including Licensee Seed B
Conditioner’s Qualification for Seed
Mix Refuge Products (RIB)

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell
P. Schneider at 202-383-2866 or myself at 314-694-6514.

Sincerely,

J. Austin Burns, Ph.D.
Regulatory Affairs Manager, Monsanto Company

cc:  Mr. Mike Mendelsohn, EPA BPPD
Dr. Atan Reynolds, EPA BPPD
Dr. Russell P. Schneider, Monsanto Company

. m .
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Administrative Materials for Monsanto Protocol/Refuge Assurance Program, including Licensee
Seed Conditioner’s Qualification for Seed Mix Refuge Products (RIB)

MRID Number

EPA Requested Information

Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner's
Qualification for Seed Mix Refuge Products (RIB)

MRID Number
Company Official: (et~ zqq-20u
J. Kustin Burns, Ph.D. Date
egulatory Affairs Manager

(314) 694-6514
Company Name:  Monsanto Company
Company Contact: Russell P. Schneider, Ph.D.

Senior Director, Regulatory Affairs and Policy
(202) 383-2866

rrsara
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JJJJJJJ
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%E PA UNITED STATES ENVIRONMENTAL PRO' __CTION AGENCY
401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 1.25 hours per respanse for
egistration and 0.25 hours per response for reregistration and speclal review activities, Including time for reading the instructions and completing the
Aecessary forms. Send commenls regarding burden estimate or any alher aspect of this collection of informalion, including suggestions for reducing the
burden to Directar, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washinglon DC, 20460,
Do not send the completed form to this address.

Certification with Respect {o Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number: (314) 694-6514 EPA Registration Number / File Symbot:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-L.OL
Active Ingredient(s) and/or representative test compound(s):  Bacillis thuringiensis Cryl A 105, Date:
Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab) Proteins and the Genetic Materials (Vectors PV- February 14, 2011

ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in
MON 89034 x TC1507 x MON 88017 x DAS-59122.7

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Praduct Name: MON 89034 x TC1507 %
Terrestrial field crop MON 88017 x DAS-58122-7

NOTE: [f your product is a $100% repackaging of another purchased EPA-registered product labeled for all the same uses on your (abel, you do not
need to submit this form. You must submit the Formulator's Exemption Siatement (EPA Form 8570-27).

D | am responding to a Data-Call-In Notice, and have Included with this form a list of companies sent offers of compensation {the Data Matrix form
should be used for this purpose).

Section I: METHOD OF DATA SUPPORT (Check one method only)

[ am using the cite-all method of support, and have included with | am using the sefective method of support (or cite-all option under
D this form a list of companies sent offers of compensation {the N the selective method), and have Included with this form a
Data Matrix Form should be used for this purpose). /™ campleted list of data requirements (the Data Matrix form must be
used).

Section ll: GENERAL OFFER TO PAY

D {Required if using the cite-all method or when using the cite-all option under the seleclive method to satisfy one or more dala requirements)
I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the exient required by FIFRA.

Section lll: CERTIFICATION

[ certify that this application for regisiration, this form for reregistration, or this Data-Call-In response is supported by ali data submitted or cited In
the application for registration, the form for registration, or the Data-Call-In response. In additon, if the cite-all option or cite-all option under the sefective
method (s indicated in Secffon 1, this application Is supported by all data in the Agency's files that (1) concern the propertles or effects of this product or
an [dentical ar substantially similar product, one or more of the ingredients in this producl; and {2) is a type of data that would be required o be submitted
under the data requirements in effect on the date of appraval of this appfication if the application sought the initial regisiration of a product of idenlical or
similar compasition and uses.

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the originat data submitter or that | have obtained
the written permission of the ariginal data submitter fo cite that study.

| certify that for each study cited in support of this registration or rereglstzation that is not an exclusive use study, either: (&) [ am [he orginal data
submitter; {b) | have obtained the permission of the original data submitter o use the study in support of this applicalion; (c) all periods of eligibility for
compensation have expired for the study; (d) the study [s in the public literature; (g) [ have nofified in writing the company that submitted the study and
have offered (i) to pay compensation to the extent required by sections 3(c){1)(F} andfor 3{c)(2)(B) of FIFRA; and {ii) o commence negotiations to
determine the amount and terms of compensalion, if any, to be paid for the use of the study.

N
/

| certify thatin all instances where an offer of compensation is required, copies of alf offers o pay compensalion and evidence of their delivery in
accordance with sections 3(c){1)(F) andfor 3(c){2)(B} of FIFRA are avallable and will be submitted to the Agency upon request. Shayld | tait to praduce
such evidence to the Agency upon request, | understand that the Agency may inltiate action to deny, cancel or suspend the reglstrahon of my product in
conformily with FIFRA. A g

[ certifyihat the statemeants t have made on this form and alt attachments to it are true, accurate, and complete. lacknowﬁedge that any
knowingly false of misieading statement may be punishable by fine or Imprisanment of both under the appl'\::a(?»b I.-;w

Signature Date Typed ar Prir;ted N;r,ne and’TlI‘e’ »
AN —— ,?_.-/ H A0 [/ | 1. Austin Buris S
- Regulatory Aitfairs Manager
! _
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Form Approved OMB No. 2070-0060

%E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coflection of information is estimated lo average 0.25 hours per response for registration acfivities and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspecl of this collection of information, including suggestions for reducing the burden {o: Direclor, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washingion, DC 20460. Do not send the form fo ihis address.

DATA MATRIX

Oate: February 14, 2011 EPA Reg. No./File Symbol: 524-LOL | Page 1 of t
Applicant'siReglsirant's Name & Address: Product MON 89034 x TC1507 x MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 x DAS-59122.7

Ingredients: Bacilius thuringtensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and
PHP17662) Necessary for their Produetion in MON §9034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Identifiey; MON-89@34.3 x DAS-@567-1 x MON-88@17-3 »
DAS.59122-7)

Guideline Reference Number Guideline S{udy Name MRID Number Submitter Status Note
Administrative Materials for Monsanto
Protocol/Refuge Assurance Program,
including Licensece Seed Conditioner’s
Qualification for Sced Mix Refuge Products
(RIB) This
Monsanto Company OWN Application
Monsanto Protocol/Refuge Assurance Additional
Program, including Licensee Seed Supporting
Conditioner’s Qualification for Seed Mix Manufacturing
Refuge Products (RIB)  ———
Monsanto Company OWN
Signature , Name and Title Date
O J. Austin Bumns, Ph.D, February 14, 2011
Al - —— Regulatory Affairs Manager
~—"EPA Form 3570;%5 (9-67) Electronic and Paper versions available. Submit only Paper version. Agency Internaf Use Copy
Monsanto Company 07-CR-192E-E2 Page 4 of 5
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=~ Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice; The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review activities, including ime for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE tnformation Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W.. Washinglon, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: February 14,2011 EPA Reg. No./File Symbol: 524-LOL | Page 1 of t
Applicant's/Registrant's Name & Address:. Produgl; MON 89034 x TCI507 x MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 x DAS-59122-7

Ingredients: Baciilus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genctic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and
"HP17662) Nccessary for their Production in MON 89034 » TC1507 * MON 88017 » DAS-59t22-7 (OECD Unique Identifier: MON-89@34-3 x DAS-@15(7-1 * MON-88(0(7-3 x
DAS-59122-7)

Guldeline Reference Number Guideline Study Name MRID Number Submitter Slatus Note
This
Monsanto Company OWN Application
Additional
Supporting
Manufacturing
Information
Monsanto Company OWN
Signature § N ' Name and Title Date
[ S | 1. Austin Burns, Ph.D. February 14, 2011
i il B Regulatory Affairs Manager
ERAForm 8570-235 (9-97) Eléctionic and Paper versions available, Submit only Paper version. m Public File Copy
Monsanto Company 07-CR-192E-E2 Page 5 of 5
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MONSANTO

im ine
February 14, 2011
MoNsanTo COMPANY
. . 200 MoaTH LiNCBERGH BlLvo
Document Processing Desk ST. Louis, MISSOURI 63167
Office of Pesticide Programs (7504P) http:/ /weww.monsanto.com

U.S. Environmental Protection Agency
Room S-4900, One Pétomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopestiéide and
Pollution Prevention Division (751 1P}

Subject: Additional information regarding the manufacturing process and refuge assurance
program for a 5% seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS-
591227 (Genuity® SmartStax®; EPA File Symbol 524-LOL)

Dear Dr. Reilly:

Thank you and your team for the opportunity to review our proposed manufacturing processes
for a 5% seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 on
February 3, 2011. As requested by Mike Mendelsohn, accompanying this letter is an additional
document describing the Monsanto licensee seed conditioner’s qualification for seed mix refuge
products. This document, in addition to the submission on January 28, 2011 clarifying
Monsanto’s manufacturing process and standards, addressing both Monsanto-owned and licensee
operated facilities should help clarify Monsanto’s Refuge Assurance Program for seed mix
refuge products (RIB).

The documents accompanying this letter have been classified “A” or “B”, as defined by the
Agency:

= Category “A”: Materials that can be released to anyone, regardless of affiliation to a
foreign or multi-national pesticide producer.

» Category “B”: Information can be released only to individuals that aftest they are not
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA
Section 10(g).

Monsanto Company 07-CR-192E-E2 Page | of 2
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Documents accompanying this letter:

Document Category
Cover letter A
Transmittal document A

Administrative Materials for Monsanto
Protocol/R efuge A ssurance Program,
including Licensee Seed Conditioner’s | A
Qualification for Seed Mix Refuge
Products (RIB)

Monsanto Protocol/Refuge Assurance
Program, including Licensee Seed B
Conditioner’s Qualification for Seed
Mix Refuge Products (RIB)

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell
P. Schneider at 202-383-2866 or myself at 314-694-6514.

Sincegely,

J. Austin Burns, Ph.D.
Regulatory Affairs Manager, Monsanto Company

cc: Mr. Mike Mendelsohn, EPA BPPD
Dr. Alan Reynolds, EPA BPPD
Dr. Russell P. Schneider, Monsanto Company

Monsanto Company 07-CR-192E-E2 Page 2 of 2
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MONSANTO %

TRANSMITTAL DOCUMENT

SUBMITTED BY
Monsanto Company

800 N. Lindbergh Blvd.
St. Louis, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

J Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner’s
4 Qualification for Seed Mix Refuge Products (RIB)

EPA File Symbol 524-LOL

TRANSMITTAL DATE

February 14, 2011

MONSANTO REFERENCE No.

07-CR-192E-E2

mere

Monsanto Company 07-CR-192E-E2 Page 1 0f2
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Administrative Materials for Monsanto Protocol/Refuge Assurance Program, including Licensee
Seed Conditioner’s Qualification for Seed Mix Refuge Products (RIB)

MRID Number

EPA Requested Information

Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner’s
Qualification for Seed Mix Refuge Products (RIB)

MRID Number

Company Official: ﬂ W 42’“( il -0 ( /

%ustin Bums, Ph.D. Date
egulatory Affairs Manager
(314) 694-6514

Company Name:  Monsanto Company

Company Contact: Russell P, Schneider, Ph.D.
Senior Director, Regulatory Affairs and Policy
(202) 383-2866

Monsanto Company 07-CR-192E-E2 Page 2 of 2
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MONSANTO

Administrative Materials for Monsanto Protocol/Refuge Assurance Program,
including Licensee Seed Conditioner’s Qualification for
Seed Mix Refuge Products (RIB)

(Genuity® SmartStax®; EPA File Symbol 524-LOL)

Monsanto Company 07-CR-192E-E2 Page 1 of 5
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Environmental Protection Agency D Amendment
Washington, DC 20460 Other

Ui Sl ’ !:' Registration OFF identifier

Mumber

o

Application for Pesticide — Section |

1. Company/Praduct Number

EPA File Symbol 524-LOL

2. EPA Product Manager 3. Proposed Classification
Sheryl Reilly

CompanyfProduct {(Name)

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

PM # None D Restricted

92

Monsanto Company
800 N. Lindbergh Blvd.
St. Louis, MO 63167

L—_I Check il this is a new address

5. Name and Address of Applicant (fncltde ZIP Coda)

6. Expedited Review. In accordance with FIFRA Seclion 3{c){3)(B){i),

my product is simitar or identical in composition and labeling to:
EPA Reg. No.

Product Name

Section ~ I

. Final printed labels in response to
D Amendment — Explain below. D Agency letter dated
D Resubmission in response to Agency letter dated D “Me Too” Application.
D Notification - Explain below, L\ Other - Explaln below.

Expianation: Use additional page(s} il necessary. {For Section | and Section 11.) ,
Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner’s Qualification for
Seed Mix Refuge Products (RIB)

Section - 11l

1. Material This Product Wil Be Packaged In:

Chlid-Resistant Packaglng

Unit Packaging

Water Soluble Packaging 2. Type ol Container
D Metal

D Label D Coniainer

Yes* Yes Yes D
Plastic
N N N
) Ldne [ [ v s
* Certificatlion must IfYes" No. per NYes" No. per |:| Paper
be submitted Unit Packaging Container Package wgt. Container
wgt, ’ D Other
(Spacify)
3. Location of Net Contents Information 4. Sizefs) Retail Gontainer 5, Lacation of Label Directions

D On Label
I:l On Labeling accompanying product

6. Manner in YWhich Label is Affixed to Product

[_] Lithograph [ other

|:| Paper glued

D Stenciled

Section - IV

1. Contact Point {Complele ifems direclly befow for identification of Individual fo be conlacled, if necessary, lo process this appficalion.)

Name Title Telephone No, {fnclude Area
Dr. Russell P, Schneider Sr. Director for Regulatory Affairs & | Code
Policy (202) 383-2866
Certification 6. Date Application

| certify that the sfalemenis I have made on this form and all alfachmenis therelo are Irue, accurale and compiels. Ricsiiad

{ acknowledge thal any knowingly false or misfeading slalement may be punishable by fine or imprisonmenf or

both under applicable faw.

{Stamped)
2. Signature 3. Titie
A A" Regulatory Affairs Manager
4. T@@Name 5. Date
. Austin Burns Ph.D.  Tel. (314) 694-6514 February 14, 2011
‘) Please read inslrudions on reverse before camplefing form. Form Approved. OMB No, 2070-0060. Approval Explres 2-28-95

_}_; EPA Form 8570-1 (Rev. 3-84) Prevlous editlons are obsolete. White - EPA File Copy [original})  Yellow - Applicant Copy

Monsanto Company

07-CR~192E-E2 Page 2 of 5
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SEPA Ui../ED STATES ENVIRONMENTAL F<OTECTION AGENCY

401 M Street, 5. W.
WASHINGTON, D.C. 20460

. Paperwork Reduction Act Notlce: The public reporling burden for this collection of information is estimated to average 1.25 hours per response for
}-;eglstratio‘n and 0,25 hours per response for reregisiration and special review activities, including ffime for reading the insfructions and completing the
‘Aecessary forms, Send comments regarding burden estimate or any other aspect of this colleclion of information, including suggestions for reducing the
burden to Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washingten DC, 20460.

| Da nol send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Regisirants Name, Address, and Telephone Number: (314) 694-6514 EPA Reglstration Number / File Symbol:
Monsanto Compazny, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LOL

Active Ingredlent(s) and/or representative test compound(s): Bacillns thuringiensis Cryl A.105, Date:

Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab] Proteins and the Genetic Materials (Vectors PV- Feb 0
ZMIR245, PHP8999, PV-ZMIR39, and PHP 17662) Necessary for their Production in ebruary 14, 2011
MON 89034 x TC1507 * MON 88017 % DAS-59122-7

General Use Pattem(s) (list all thase claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TC1507 x
Terrestrial field crop MON 88017 x DAS-59122-7

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not
need to submit this form. You must submit the Form ulator's Exemption Statement (EPA Form 8570-27).

I:I I am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensalion (the Data Matrix form
should be used for this pupose).

Section I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with | am using the seleclive method of support (or cite-all option under
I:l this form a list of companies sent offers of compensation (the [E Ihe selective method), and have included with this form a
Data Matrix Form should be used for this purpose). completed list of dala requirements (tha Data Matrix form must be
used).

Section ll: GENERAL OFFER TO PAY

l:l (Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data reguirements)
y | hereby offer and agree to pay compensatlon, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

K Section |ll: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in
the appllcation for regisiration, Ihe form for registration, or the Data-Call-In response. In addltion, if Ihe cite-all option or cite-all option under the selective
method is indlcated in Section 1, this application is supported by all data In the Agency's files that {t) concern the properties or effecls of this product or
an identical or substantially similar product, one or more of the ingredients in this product; and {2} is a type of data |hat would be required to be submitted
under Ihe data requirements in effecl on the date of approval of this application if the application sought the Initial reglstration of a product of identical or
similar composltion and uses.

| cerlify that for each exclusive use study cited in support of this registration or reregistration, that | am Ihe original data submitter or that | have obtalned
the written permission of the original data submitter to cite that study,

| certify that for each study ciled in support of this reglstation or reregistration that Is not an exclusive use sludy, elther: () | am the original data
submitter; {b) | have oblained the permission of the original dala submilter to use the study in support of this application; (c) all pericds of ellgibility for
campensation have expired for the study; (d) the study is in the public literature; (e} | have nolified In writing the company that submitted the study and
have offered (i) to pay compensalion fo the extent required by sections 3(c){1)(F) andfor 3(c){2)(B) of FIFRA; and (li) to commence negotiations to
determine the amount and terms of compensallon, if any, to be paid for the use of the study.

| certify that In all inslances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3{c)(1)(F) and/or 3(c)(2){B) of FIFRA are avallable and will be submitted to the Agency upon requesl, Should | fail to produce
such evidence to the Agency upon request, I understand that the Agency may Initiate action to deny, cancel or suspend the reglstration of my product in
conformity with FIFRA,

I certify that the statements [ have made on this form and all attachments to it are true, accurate, and complete. | acknowledge that any
knowingly false of misleading statement may be punishable by fine.or Imprisonment of both under the applicable Jaw.

Signature Date Typed or Printed Name and Title
AN D H =20 (/| 1. Avstin Bums
o Regulatory Affairs Manager

Monsanto Company 07-CR-192E-E2 Page 3 of 5
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o : Form Approved CiMB No, 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Netice: The public reporting burden for this colfection of informalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
olher aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Givision {2137), U.8. Environmental Prolection Agency,

401 M Street, S.W., Washington, DC 20460, Do not send lhe form to this address.
DATA MATRIX

Date: February 14, 2011 EPA Reg. No./File Symbat: 524-LOL | Page 1 of t
Applicant'siRegistrants Name & Address: Product.  MON 89034 x TC1507 x MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 x DAS-59122-7

Ingredients: Bacillus thuringiensis Cryl A, 105, Cry2Ab2, CryIF, Cry3Bbl, Cry34/35Ab] Protcins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 {OECD Unique Identifier: MON-89834-3 x DAS-@15@7-1 x MON-88@17-3
DAS-59122-7) :

Guldeiing Refergnce Number Guideline Study Name MRID Number Submitter Status Note
Administrative Materiais for Monsarito
Protocol/Refuge Assurance Program,
including Licensee Seed Conditioner’s
Qualification for Seed Mix Refuge Products
(KB} | This
Monsanto Company OWN Application
Monsanto Protocol/Refiige Assurance Additional
Program, in¢luding Licensee Seed —
Conditioner’s Qualification for Seed Mix Manufacturing
Refuge Products (RIB}) Information
Monsanto Company OWN
Signature ‘ Name and Title Date
_ W : J. Austin Burns, Ph.D. February 14, 2011
/—\ ) Regulatory Affairs Manager
~—" EPA Form 8570-35 (8-97) Electronic and Paper veisions available. Submil only Paper vetsion. Agency Internal Use Copy
Monsanto Company © 07-CR-192E-E2 Page 4 of 5
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Farm Approved OMB Na. 2070-0060

vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colteclion of information is estimated to average 0.25 hours per response for registralion activiies and 0.25 hours per
response for reregisiration and speciat review aclivities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this collection of information, incfuding suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Prolection Agency,

401 M Street, SW., Washington, OC 20480, Co not send the farm to this address.
DATA MATRIX

Date; February 14, 2011 EPA Reg. No./Fite Symbol: 524-LOL ] Page 1 of |
Applicant's/Registrant's Name & Address: Product: MON 89034 x TC1507 x MON 83017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 ' x DAS-~59122-7

Ingredients: Bacillus rhuringiensis Cryl A, 105, Cry2 Ab2, CrylF, Cry3Bbl, Cry34/35AbI1 Protems and the Genetic Materials (Vectors PV-ZMIR245, PHP3999, PV-ZMIR39, and
PHP 17662) Necessary for their Production in MON 89034 x TC1507 x MON 83017.x DAS-59122.7 (OECD Unique ldentifier: MON-39@34-3 x DAS-G15657-1 x MON-38@17-3 x
DAS-59122-7

Guideline Reference Number Guideline Study Name T MRID Number Submitter Status Note
This
Monsanto Company QWN Application
Additional
Supporting
Manufacturing
Information
Monsanto Company OWN
Signature Name and Title Date
Cp A J. Austin Burns, PhD. Bebeuaty, 14,2001
yay Regulatory Affairs Manager
ERA-Form 8570-35 (8-97) Electronic and Paper versions available, Submit only Paper version. Public Flle Copy

Monsanto Company 07-CR-192E-E2 Page 5 of 5
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Pages 338 - 365
*Access to FIFRA health and safety data is restricted ander FIFRA section 1({g)*



2-14-2011
Proposed language on Monsanto seed-mix conditioner certification

MON 89034 x TC1507 x MON 88017 = DAS-59122-7 with interspersed in-field refuge can
only be used by growers planting seed comn specifically generated by qualified seed conditioners
licensed by the registrant (Monsanto).

Monsanto must implement a Blended Seed Refuge Assurance Program designed to ensure
SmartStax seed mix refuge products are formulated with the appropriate rate of refuge seeds.
The program must include the following four elements:

1. Trait purity check on seed lots prior to blending;

2. A Quality Management System (QMS) that will include Standard Operating Procedure(s) for
the blending process;

3. Calibration of blending equipment; and

4. Records and data retention records for seed blend products.

¢ Calibration records — Monsanto and/or licensees will retain equipment calibration
documentation for a specified period of time including the procedure, date of calibration,
and the results.

¢ Blend proportion records (weight and kemel based) —~ Monsanto and/or licensees will
retain documentation for a specified period of time on the kernel per pound data of the
components, the calculations to determine the proportions based on weight, and the actual
weights of the seeds that are blended together to make up the SmartStax seed mix refuge
product by seed lot.

Facilities that condition RIB products will be responsible for meeting the product and process
requirements provided by Monsanto. Such licensed facilities/conditioner must be qualified by
Monsanto prior to producing the 95/5% MON 892034 x TC1507 x MON 88017 x
DAS-59122-7/non-Bt corn seed mixture for commercial sale (RIB). In order to qualify,
Monsanto will require all facilities, including licensees to implement and maintain a Quality
Management System (QMS). Key elements of these processes are to be captured as a licensee
qualification Refuge Assurance Program. Under this qualification program, a product
facility/conditioner will be required to certify that RIB products it produces under this program
meet or exceed the Monsanto-mandated product requirements, including a minimum of 5% non-
Bt refuge seed per seed lot. Monsanto will validate the facilities/conditioner (site) qualification
through appropriate auditing of the QN processes relevant to the Monsanto-mandated
product requirements, CoHditisHisfsiwillzbe auditedzantually. These facilities must document
and retain the required mformahon necessary to demonstrate compliance with product and
process requirements, entation of comphance under thelr QMS program, and as

1S/ ~E -kepts Ji% 5
y1if tatmg ehediEe Llcensed RIB facilities/conditioners will retain documentation for &
spemﬁed period of time on the equipment calibration including the procedure, when it was
conducted and the results. Licensed RIB facilities/conditioners will also retain documentation
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for a specified period of time on the kernel per pound data of the components, the calculations to
determine the proportions based on weight and the actual weights that are blended together to
make up a RIB product by seed lot. Licensed RIB facilities/conditioners will maintain paper
and/or electronic production records for a period of at least three years after the lot is sold.
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PRODUCT LABEL

The subject of this application is for the combined plant-incorporated protectants (PIPs),
Bacillus thuringiensis (Bt) CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and
Cry35Ab1 proteins and the genetic material necessary for their production in corn (PV-
ZMIR245, PHP8999, PV-ZMIR39, PHP17662) produced in MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 to allow an IRM interspersed in-field refuge configuration.
This refuge configuration is enabled by a seed-mixture containing PIP and non-PIP seed.
The proposed label for the registration of MON 89034 x TC1507 x MON 88017 x

DAS-59122-7, to support an interspersed in-field refuge is attached.

Page 1 of 5

Monsanlo Company 07-CR-192E-2
368



Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
{Alternate Brand Name Genuity® SmartStax® RIB Complete)f
{OECD Unique Identifier: MON-89@34-3 x DAS- @1507-1 %
MON-88@17-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis Cryl1 A.105 protein and the genetic material (vector PV-ZMIR245)

necessary for its production in corn event MON 89034 (OECD Unique Identifier; MON-89034-3)
S—— R

Bacillus thuringiensis Cry2Ab2 protein and the genetic material (vector PV-ZMIR245)
necessary for its production in corn event MON 89034 (OECD Unique Identifier: MON-89@334-3)
............................................................................................................................. <0.0053%*

Bacillus thuringiensis Cry1F protein and the genetic material (vector PHP8999) necessary
for its production in corn event TC1507 (OECD Unique Identifier: DAS- @15@7-1).. < 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material (vector PV-ZMIR39)
necessary for its production in corn event MON 88017 (OECD Unique Identifier: MON-88G317-3)
i crveererinennnen = 0.0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier:
A B BT R s oo i o S R S S e SR e B A G Y6

Bacillus thuringiensis Cry35Ab1 protein and the genetic material (vector PHP17662)
necessary for its production in corn event DAS-59122-7 (OECD Unique Identifier:
DAS-S5GI2Z-T) crerireeiistie e eeseseiesssbeisseesspenesesensssbssssnsmsssensnesssnenessssssiesonsssenessoaseessassacsemeenenetones o 0,004 2% *

Other Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic
material (vector PV-ZMIR39) necessary for its production in corn event MON 88017........
............................................................................................................................. < 0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genetic material (vectors
PHP17662 and PHP8999) necessary for its production in corn events TC1507 and
DASESPUD2 T e s e ey <0.00045%*
*Maximum percent (wt/wt) of dry forage

T Genuity® SmartStax® RIB Complete seed with this refuge configuration contains 95%
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 mixed with at least 5% non-Br
corn within a single lot of seed.

KEEP OUT OF REACH OF CHILDREN

CAUTION

NET CONTENTS

Monsanto Company 07-CR-192E-2 Page 2 of 5
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EPA Registration No. 524-XXX
EPA Establishment No. 524-MO-002

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. This product must be used as specified in the terms and conditions of the
registration.

This product may be combined or produced through conventional breeding with other
registered plant-incorporated protectants that are similarly approved for use in
combination, through conventional breeding, with other registered plant-incorporated
protectants to produce inbred corn lines and hybrid corn varieties with combined pesticidal
traits.

MON 82034 x TC1507 x MON 88017 x DAS-59122-7 protects corn crops from leaf,
stalk, and ear damage caused by lepidopteran corn pests listed on this label and root
damage caused by corn rootworm larvae listed on this label. In order to minimize the risk
of these pests developing resistance to MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 corn, an insect resistance management plan must be implemented as defined
in the registration terms and conditions.

Grower agreements will specify that growers must adhere to the refuge requirements that
will be described in the IRM/Grower Guide for MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 corn or other applicable product use documents.

Sales of corn hybrids that contain Monsanto’s Bf corn plant-incorporated pesticide(s) must
be accompanied by an IRM/Grower Guide which includes information on planting,
production, and insect resistance management and notes that routine applications of
insecticides to control these insects are usually unnecessary when corn containing the Bt
proteins is planted.

Corn seed bags or bag tags for products containing MON 89034 x TC1507 x MON 88017
x DAS-59122-7 must include the refuge size requirement in text and graphical format.

Monsanto Company 07-CR~192E-2 Page 3 of 5
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INSECT RESISTANCE MANAGEMENT
Growers are instructed to read information on insect resistance management.

These refuge requirements do not apply to seed increase/propagation of inbred and hybrid
seed corn up to a total of 20,000 acres per county and up to a combined United States
(U.S.) total of 250,000 acres per plant-incorporated protectant (PIP) active ingredient per
registrant per year.

The following information regarding refuge placement for commercial production must be
included in the Grower Guide.

This product includes refuge that is interspersed within the field by planting a licensed
seed-mixture containing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and a
minimum of 5% non-PIP seed. The seed mix refuge option for MON 89034 x TC1507 x
MON 88017 X DAS-59122-7 satisfies the refuge requirements in all regions other than
in eotton growing regions where corn earworm is a significant pest as defined below.
The seed producer must ensure a minimum of 5% non-PIP refuge seed is included with the
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 in each lot of seed corn.

The interspersed refuge can only be used by planting seed corn specifically generated by
qualified seed producers/conditioners licensed by the registrant. The refuge seed in the
seed mixture may not be treated with seed-applied insecticides for corn rootworm (CRW)
control. Insecticidal treatments labeled for adult CRW control are discouraged during the
time of adult CRW emergence.

Additional refuge requirements in cotton-growing regions where corn earworm is a

significant pest

In cotton-growing regions where corn earworm Is a significant pest, as defined below, the
seed-mixture containing MON 89034 x TC1507 x MON 88017 x DAS-59122-7 and a
minimum of 5% non-PIP seed requires the planting of an additional 20% structured refuge
(i.e. 20 acres of non-Bt corn for every 80 acres of 95/5 MON 89034 x TC1507 x
MON 88017 x DAS-59122-7/non-Bt corn seed mixture planted).

The 20% refuge must be planted with corn hybrids that do not contain Bt technologies for
the control of corn rootworms or corn borers. The refuge and the 95/5% MON 89034 x
TC1507 x MON 88017 x DAS-59122-7/mon-Bt corn seed mixture should be sown on the
same day, or with the shortest window possible between planting dates to ensure that corn
root development is similar among varieties. The structured refuge may be planted as an
in-field or adjacent (e.g.. across the road) refuge, or as a separate block that is within %
mile of the 95/5 MON 89034 x TC1507 x MON 88017 x DAS-59122-7/non-Bt corn seed
mixture field. In-field refuge options include blocks, perimeter sirips (i.e., strips around
the field), or in-field strips. If perimeter or in-field strips are implemented, the strips must
be at least 4 consecutive rows wide. The refuge can be protected from lepidopteran

Monsanto Company 07-CR-192E-2 Page 4 of 5
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damage by use of non-Bt insecticides if the population of one or more target lepidopteran
pests of SmartStax® (MON 89034 x TC1507 x MON 88017 x DAS-59122-7) in the refuge
exceeds economic thresholds. In addition, the refuge can be protected from CRW damage
by an appropriate seed treatment or soil insecticide; however, insecticides labeled for adult
CRW control must be avoided in the refuge during the period of CRW adult emergence.
Economic thresholds will be determined using methods recommended by local or regional
professionals (e.g., Extension Service agents, crop consultants),

The cotton-growing region requiring the additional 20% refuge consists of the following
states: Alabama, Arkansas, Georgia, Florida, Louisiana, North Carolina, Mississippi, South
Carolina, Oklahoma (only the counties of Beckham, Caddo, Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa, Tillman, and Washita), Tennessee (only the counties of
Carroll, Chester, Crockett, Dyer, Fayette, Franklin, Gibson, Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln, Madison, Obion, Rutherford, Shelby, and Tipton), Texas
(except the counties of Carson, Dallam, Hansford, Hartley, Hutchinson, Lipscomb, Moore,
Ochiltree, Roberts, and Sherman), Virginia (only the counties of Dinwiddie, Franklin City,
Greensville, Isle of Wight, Northampton, Southampton, Suffolk City, Surrey, and Sussex)
and Missouri (only the counties of Dunklin, New Madrid, Pemiscot, Scott, and Stoddard).

Corn Insects Controlled or Suppressed

European corn borer (ECB) Ostrinia nubilalis
Southwestern corn borer (SWCB) Diatraea grandiosella
Southern cornstalk borer (SCSB) Diatraea crambidoides
Corn earworm (CEW) Helicoverpa zea

Fall armyworm (FAW) Spodoptera frugiperda
Stalk borer Papaipema nebris

Lesser corn stalk borer Elasmopalpus lignosellus
Sugarcane borer (SCB) Diatraea saccharalis
Western bean cutworm (WBC) Richia albicosta

Black cutworm Agrotis ipsilon

Western corn rootworm (WCRW)
Northern corn rootworm (NCR'W)
Mexican corn rootworm (MCRW)

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and
Dow AgroSciences’ research programs, offering unique genetic characteristics for specific
grower needs and may be protected by one or more of the following U.S. patents:
5322938, 5352605, 5359142, 5378619, 5424412, 5554798, 5641876, 5717084, 5728925,
5804425, 6018100, 6025545, 6051753, 6063597, 6083878, 6331665, 6489542, 6645497,
6962705, 7064249, 7227056, and 7250501.

EPA Accepted: _ / [/
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MONSANTO
483886-00
January 28, 2011 MonsanTo ComPaNy
800 NORTH LINOBERGH BLvo.
Document Processing Desk ST. Louis, MISSOURI 63167
Office of Pesticide Programs (7504P) Htlps/ Shayna miinsdnio:com

U.S. Environmental Protection Agency
Room 5-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Branch Chief, Microbial Pesticides Branch, Biopesticide and
Pollution Prevention Division (751 IP)

Subject: Additional information regarding the manufacturing process for a 3% seed mix refuge
for MON 89034 x TCI1507 x MON 88017 x DAS-59122-7 (Genuity® SmartStax?;
EPA File Symbol 524-LOL)

Dear Dr. Reilly:

Thank you for the opportunity to review our independent notes resulting from the Scientific
Advisory Panel review of the SmartStax seed mix refuge registration application heid on
December 8-9, 2010 (January 19, 2011 meeting). During our discussion, the EPA BPPD
requested that Monsanto (EPA File Symbol 524-LOL) and Dow AgroSciences (EPA File
Symbol 68467-RA) independently submit further information clarifying the proposed
manufacturing standards for the proposed 5% seed mix refuge product. Accompanying this

 letter is a document clarifying Monsanto’s manufacturing process and standards, addressing both
Monsanto-owned and operated facilities, as well as future licensees for the proposed 5% seed
mix refuge product.

We trust that the provided information will clarify Monsanto’s capabilities and responsibilities
with respect to the seed blending manufacturing/process as it pertains to managing IRM
compliance with a 5% seed mix refuge as per EPA File Symbol 524-LOL. Additionally, we are
providing this information to support a timely EPA registration decision of the product mzmmaﬂy
within the PRIA decision date of April 12, 2011.

Recent EPA registrations for seed mix refuge corn products {e.g. EPA Reg. Nos. 29964-6'4rid "
29964-10) contained conditions of registration with respect to manufacturing expectations. It is
our expectation that similar language should be applicable for other seed mix refuge corn
products such as EPA File Symbol 524-LOL, and is appended below (with modification as
appropriate). The only proposed change to this language is regarding the use of the ISO-$G00
“brand” of Quality Management Systems (QMS), thereby allowing for other equivalent or
superior QMS brands and operations to be implemented as appropriate for business operations.

Monsanto Company 07-CR-192E-E2 Page 1 of 3
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[language from EPA Reg. No. 29964-6, as modified in bold font]
Refuge Assurance Program for SmartStax Seed Mix Refuge Corn

Monsanto must implement a Blended Seed Refuige Assurance Program designed to ensure
SmartStax seed mix refuge products are formulated with the appropriate rate of refuge seeds.
The program must include the following four elements:

1. Trait purity check on seed lots prior to blending;

2. A Quality Management System (QMS), which will include Standard Operating Procedures
for the blending process;

3. Calibration of blending equipment; and

4. Records and data retention records for seed blend products,

¢ (Calibration records — Monsanto and/or licensees will retain documentation for a
specified period of time on the equipment calibration including the procedure, when it
was conducted and the results.

» Blend proportion records (weight and kemel based) — Monsanto and/or Licensees will
retain documentation for a specified period of time on the kernel per pound data of the
components, the calculations to determine the proportions based on weight, and the actual
weights of the seeds that are blended together to make up the SmartStax seed mix
refuge product by seed lot.

All records must be maintained at the Monsanto and/or Licensee blending facility and must be
available for the EPA review upon request.

Monsanto Company 07-CR-192E-E2 Page 2 of 3
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The documents accompanying this letter have been classified “A” or “B”, as defined by the
Agency:

*  Category “A”: Materials that can be released to anyone, regardless of affiliation to a
foreign or multi-national pesticide producer.

»  Category “B”: Information can be released only to individuals that attest they are not
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA
Section 10(g).

Documents accompanying this letter:

Document Category
Cover letter A
Transmittal document A

Administrative Materials for Additional
Information Regarding the
Manufacturing Process for a 5% Seed
Mix Refuge for MON 89034 x TC1507 | A
x MON 88017 x DAS-59122-7
(Genuity® SmariStax®, EPA File
Symbol 524-1.OL )

Volume |: Information Regarding the
Manufacturing Process for a 5% Seed
Mix Refuge for MON 89034 x TCI507
x MON 88017 x DAS-59122-7
(Genuity® SmartStax®; EPA File
Symbol 524-LOL.) |

If you have any questions regarding this submissicen, please do not hesitate to contact Dr. Russel]
P. Schneider at 202-383-2866 or myself at 314-694-6514.

Sincerely,

J. Austin Burns, Ph.D.
Regulatory Affairs Manager, Monsanto Company

ce: Mr. Mike Mendelschn, EPA BPPD
Dr. Alan Reynolds, EPA BPPD
Dr. Russell P. Schneider, Monsante Company
Dr. Graham Head, Mensanto Company
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MONSANTO

TRANSMITTAL DOCUMENT

SUBMITTED BY
Monsanto Company

800 N. Lindbergh Bivd.
St. Louis, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Information regarding the manufacturing process for a 5% seed mix refuge for MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 (Genuity® SmartStax®)

EPA File Symbol 524-LOL

TRANSMITTAL DATE

January 28, 2011

MONSANTO REFERENCE No.

07-CR-192E-E2
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LIST OF SUBMITTED DOCUMENTS
Administrative Materials
Administrative Materials for Information Regarding the Manufacturing Process for a 3% Seed
Mix Refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (Genuity® SmartStax®;
EPA File Symbol 524-LOL)

MRID Number

EPA Requested Information

Volume 1: Information Regarding the Mamfacturing Process for a 5% Seed Mix Refuge for
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (Genuity® SmartStax®; EPA File
Symbol 524-LOL)

MRID Number 48388801

Z /
Company Official: 7 e | fann 28, 20(]
Austin Burns, Ph.D. Rats
Regulatory Affairs Manager
(314) 694-6514

Company Name: Monsanto Company
Company Contact: Russell P. Schneider, Ph.D.

Senior Director, Regulatory Affairs and Policy
(202) 383-2866
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MONSANTO

Administrative Materials for Information Regarding the Manufacturing
Process for a 5% Seed Mix Refuge for
MON 89034 x TC1507 x MON 88017 x DAS-59122-7
(Genuity® SmartStax®; EPA File Symbol 524-LOL)

)))))))

)))))))
33333

))))))

))))))
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United Slates D RegiStrat-'on zs:lszfnﬁﬁer
Environmental Protection Agency D Amendment
) Washinglon, DC 20460 Other
Anpplication for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
EPA File Symbol 524-LOL Sheryl Reilly
Company/Product {Name) Pht # E None |:| Restricted
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 92
§, Name and Address of Applicant (Inciude ZIP Code) 6, Expedited Review. inaccordance with FIFRA Section 3{c)}{3)BX)i),
Monsanto Company my product is similar or identical in composition and labeling to:
800 N. Lindbergh Blvd. EPA Reg. No.
St. Louis, MO 63167
Producl Name
D Check if this is & new address

Section - Il
; Finaf printed labels in response to
D Amendment - Explain below. Agancylefter dated
D Resubmission in response to Agency letter dated “Me Too™ Application.

D Notification — Explain befow. Other — Explzin below.

Explanation: Use additional page(s) if necessary. (For Section | and Section I1.)

Information Regarding the Manufacturing Process for a 5% Seed Mix Refuge for MON 89034 = TC1507 x MON 88017 x DAS-
59122-7 (Genuity® SmartStax®: EPA File Symbol 524-LOL )

Section - III

1. Material This Product Wiif Be Packaged in:

Child-Resfstant Packaglng Unit Packaging Water Soluble Packaging 2. Type of Container

) Yes Yes Yes D Matal

; Pfastic
e [T O 0 e

*

* Certification must ff “Yes" No. per (fyes" No. per D Paper
be submitted Unit Packaging Container, Package wgt. Contalner
wat. D Qther
(Specify)
3. Locafion of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Direclions

I___I Labe! D Container D Qnkabel 23
|:| On Labeling accomganying product

M WM

6. Manner in Which Label is Affixed to Product D Lithograph D Other ’ B
E B B B B
[:I Paper glued >
D Stencited : i
Section — IV s’ a3 s
f. Contact Poinl (Complete ilems directly befow for ideniification of individual to be conlacled, if necessary, lo process Mhis application.) o
Name Tille Telephone Nolinclutle Area, , ; 5
Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & | Code) s on ey
Certification 16. Date Application
| certify that the slalemenis | have made on lhis form and all altachmonls therelo are frue, accurale and cormplele. | Received
{ acknowledge thal any knowingly false or misleading slalemeni may be punishable by fine or imprisonment or | e
both under applicable faw.
(Stamped)
2. Signaturs : 3. Tille
j WI Regulatory Affairs Manager
ACFped Name 5. Date
J. Ausiin Bums Ph.D.  Tel. (314) 694-6514 Jannary 28, 2011
) Please read instruclions on reverss before completing form. Form Approved. OMB No. 2070-0060, Approval Expires 2-28-95

EPA Form 8570-1 (Rev. 3-94) Pravious editions are obsolete. White - EPA Flfe Copy (original)  Yellow - Appflcant Copy
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3 )

Wﬂ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
E PA 401 M Street, S. W,

_ WASHINGTON, D.C. 20460

-

Paperwork Reduction Act Natice: The public reporting burden for this collection of informalicn is estimated to average 1.25 hours per response for
registration and 0,25 hours per response for reregisiration and special review activilies, including time for reading the instructions and completing the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of informetion, induding suggestions for reducing the
burden to Director, OPPE Information Management Diviston {2137), U.S. Environmental Protectlon Agency, 401 M Street, S.W., Washington DC, 20460.
Do not send the completed form 1o this address.

Certification with Respect to Citation of Data

Applicant’s/Reglstrant’s Name, Address, and Telephone Number: (314) 694-6514 EPA Reglstration Number / File Symbol;
Monsanto Company, 800 N. Lindbergh Blwd,, St. Louis, MO 63167 524-LOL

Active Ingredient{s) andfor representative test compound(s):  Bacillirs thivingiensis Cryl A.105, Date:
Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Malerials (Veclors PV-

ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in January 28, 2011
MON 89034 x TC1507 = MON 88017 x DAS-59122-7
General Use Patlern(s) (fist all those claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TC1507 x
Terrestrial field crop MON 88017 x DAS-59122-7

NDTE: I your product s a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not
need to submil this fom. You must submit the Formulator's Exemplion Statement (EPA Form 8570-27).

I:I | am responding to a Data-Call-in Notice, and have included with this form a Iist of companies sent offers of compensation (the Data Matrix form
should be used for this purpose).

Section : METHOD OF DATA SUPPORT (Check one method only)

I am using the cite-all method of support, and have included with t am using the selective method of support (or cite-alt option under
D this form a list of companles sent offers of compensation (the the setective method), and have included with this form a
Data Matiix Form should be used for this purpose). campleted list of data requirements (the Data Matsix form must be
used}.

Section ll: GENERAL OFFER TO PAY

D {Required if using the cite-all method or when using the cile-all option under the selective method to satisfy one or more data requirementis)
I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

Section lll: CERTIFICATION

| certify thal thls application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in
the application for regtstration, the form for reglstration, or the Data-Call-in response, In addition, if the cite-all oplion or cite-all option under the seleclive
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concem the properties or effects of this product or
an Identical or substantialty simitar product, one or more of the ingredients in this product; and (2) is a type of dala that would be required to be submitted
under the data requiremenis in effect on the date of approval of this application if the appllcation sought the initial registration of a product of Identical or
similar composition and uses,

| certify that for each exclusive use siudy cited in support of this registration or reregistration, that t am the original data submitter or that I have oblained
the written permission of the original data submitter 1o cite that study.

3 2

| certify that for each study cited in support of this registration or reregistration thal Is not an exclusive use study, either: (a) t am the originat data
submitter; {b) | have oblalned the permission of the origma] data submilter to use the study in support of thts application; {c) all pasiads,af eligibility for
compensation have expired for the study; (d) the study is in the public literature; {e) | have notified in writing the company that sudmitted the study and
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c}(2)}B) of FIFRA; and (i) to commency negotlalmrﬁ’tav

determine the amount and 1erms of compensation, if any, 10 ba paid for the use of the study. 3 2 2
1 ] 2
| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of théif deliveryin *°3 ™’
accerdance with sections 3(c)(1){F) andfor 3(c}2)(B) of FIFRA are availabte and will be submilted te the Agency upon request. Should | fil to produce 2 ¥

such evidence to the Agency upon request, | understand that the Agency may initiate action 10 deny, cancel or suspend the reglstra‘lon of my prndu*t:m 33

| certlfy that the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknowl2dge *hat any
knowingly false of misleading statement may be puntshable by fine or Imprisonment of both under the applicable jaw. FEATAR

conformity with FIFRA. ) sassd

o w

o

Slgnature Date Typed or Printed Name and Fitie
a

" W \7;1/1 ;‘23{?@/{ J. Austin Burns

Regulatory Affairs Manager

2
3232
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£ Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activitles and 0.25 hours per
response for reregistration and speclal review aclivities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, Including suggestions for reducing Ihe burden to; Director, OPPE Information Management Division {2 137), U.S. Environmental Protection Agency,

401 M Street, SW., Washlington, DC 20480. Do not send the form fo this address.
DATA MATRIX

Date: January 28, 2011 EPA Reg. No.fFile Symbol; 524-LOL | Page 1of |
Applicanl's/Reglstrant’s Name & Address: Product: MON 89034 x TCI507 = MON 38017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 x DAS-59122.7

Ingredients: Bacillus thwringiensis CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genclic Materials {Vectors PV-ZMIR245, PHP3999, PV-ZMIR39, and
PHP17662) Necessary for their Produclion in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique 1dentifier: MON-39@34-3 x DAS-@15@7-1 x MON-83017-3 x
DAS-59122-7)

Guideline Reference Number Guideline Study Name MRID Number Submitter Stalus Note

Administrative Materials for Informafion
Regarding the Manufacturing Process for a
5% Secd Mix Refuge for MON 89034 x
TC1507 x MON 88017 x DAS-59122-7

(Genuity® SmartStax®; EPA File Symbol This
524-LOL ) Monsanto Company OWN Application
Volume 1: Information Regarding the Additional

Manufacturing Process for a 5% Seed Mix
Refuge for MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 (Genuity®
SmantStax®; EPA File Symbol 524-LOL,) Monsanto Company OWN

Supporting
Manufacturing
Information

Signature W—’—'— Name and Title Date
S 1. Austin Burns, Ph.D. January 28, 2011

i Regulatory Affairs Manager

~~1:PA Form 8§570-35 (2-97) Electronic and Paper versions available, Submit only Paper version, Agency Internal Use Copy
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o Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours per response for regisiration aclivities and 0.25 hours per
response for reregistration and special review aclivilies, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimale or any
other aspect of this collection of informatlon, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proleclion Agency,

401 M Streel. S.W., Washington, DC 20480. Do not send the form to this address.
DATA MATRIX

Date: January 28, 2011 EPA Reg. No.fFile Symbol: 524-LOL | Page 1 of |
Applicant's/Registranl’'s Name & Address: Product: MON 89034 = TC1507 = MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 x DAS-59122-7

Ingredients: Baciflus thnringiensis Cry1 A.105, Cry2Ab2, CryIF, Cry3Bbl, Cry34/35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TCI507 * MON 88017 x DAS-59122-7 (OECD Unigue Identifier: MON-89@34-3 x DAS-@15@7-1 x MON-880317-3 »
DAS-39122-7)

Guideline Reference Number Guideline Study Name MRID Number Submiiter Stalus Nole
This
Monsanto Company OWN Application
Additional
Supperting
Manufacturing
Information
Monsanto Company OWN
Signature - Name and Title Date
A W 7. Austin Burns, Ph.D. January 28, 2011
Regulatory Affairs Manager

EPA Form 8670.35 (8-97) Electronic and Paper versions available. Submit onty Paper version, Public File Copy
Monsanto Company e v « 07CR-192E-E2 Page 5 of §
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MONSANTO

Admiunistrative Materials for Information Regarding the Manufacturing
Process for a 5% Seed Mix Refuge for
MON 89034 x TC1507 x MON 88017 x DAS-59122-7
(Genuity® SmartStax®; EPA File Symbol 524-LOL)

Monsanto Company 07-CR-192E-E2 Page 1 of 5
383



Environmental Protection Agency

United States

Washington, DC 20460

|:| Registration
Amendment

Other

OPP lfeniifier
Number

Application for Pesticide — Section |

1. CompanyfProduct Number 2. EPA Product Manager 3. Proposed Classification
EPA File Symbol 524-L.OL Sheryl Reilly
Company/Product (Name) EM # None I:I Restricted
MON 88034 x TC1507 x MON 88017 x DAS-39122-7 92

&. Name and Address of Appllcant (Incfude ZIP Code)

Monsanto Company
8G0 N. Lindbergh Blvd.
St. Louis, MO 63167

I:I Chack if this is a new address

6. Expedited Review. In accordance with FIFRA Seclion 3{c)(3)XB}.

my product Is similar or dentlcal in composition and labeling to:
EPA Reg. No.

Product Name

Section — I

In

Amendment — Explain below.

L]
[]

Nofification — Explain below,

Resubmission in response to Agency letter dated

Final printed fabels in response to
Agency lefter dated

“Me Too" Application.

]
L]

Other - Explain below.

Exptanation: Use additional page(s) If necessary. (For Section | and Section IL.)

Information Regarding the Manufacturing Process for a 5% Seed Mix Refuge for MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 (Genujty® SmartStax®; EPA File Symbol 524-LOL )

Section — I

1. Matertal This Product Wil Be Packaged n:

Chlid-Resistant Packaging

si

Unk Packaging

2. Type of Container
Metal

I:i Pfastic

Waler Soluble Packaging

Ye
D No

Yes
I:I No

Yes
I:I No

I:i Glass

* Certification must I/ “Yes" .
he submitted Un;t Packaging
wat.

ff*Yes"
Package wat.

No. per
Container

No. per
Contalner

[_] Paper

D Other
{Specify)

3. Location of Net Contenis tnformation

(] Label

D Container

4. Size(s} Retail Container

5, Locatlon of Label Directions
[ ] on Label

I:i On Labeling accompanying product

6. Manner tn Which Label is Affixed to Product

:i Lithograph
D Paper glued

("] stencited

I:i Other

Section - IV

1. Contact Polnt {Complete Nfems directly beiow for idenfification of individual to be comtacled, if necessary, to process this agplication.)

Name Title Tefephone No. {inciude Area
Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & | Code)
Policy (202) 383-2866
Certification 6. Date Application

1 centify thal the slalemenis | have madfe on this form and aif allachments therelo are trus, accurate and complete. Receivel

! acknowledge thal any knowingly false or misleading stajement may ba punishable by fine or Imprisonmant or

both under appllcable jaw.

(Stamped)
2. Slgnatu = 3. Title
j W Regulatory Affairs Manager
4CFgPed Name 5. Date
J. Austin Burns Ph.D.  Tel. (314) 694-6514 January 28, 2011

Please reaif insiructions on reverse before completing form.
EPA Form 8570-1 (Rev. 3-94) Previous edlfions are obsclete. White - EPA File Copy (original)

Monsanto Company

07-CR-192E-E2

Page 2 of 5

Form Approved. OMB No. 2070-0060. Approval Explres 2-28-05
Yallow -~ Appllcant Copy
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2 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WE PA 401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coilecllon of infermation Is estimated to average 1.25 hours per response for
registration and 0.23 hours per response for reregistration and speciai review activities, including time for reading the instruciions and completingthe
necassary forms. Send comments regarding burden estimate or any other aspect of this collection of information, Including suggestions for reducing the
buwden to Direcior, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, 8.W., Washington DG, 20480,
Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant’s Name, Address, and Telephone Number:  (314) 694-6514 EPA Registration Number / File Symbaol;

Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 524.1.0OL
Active Ingredient(s) andfor represenlative test compound{(s}: Bacilfus thuringiensis CrytA.105, | pate:
c 32 F i Geneti i V.
ry2AL2, CrytF, Cry3Bhl, Cry34/35Ab] Proteins and the Genetic Materiats (Vectors P January 28, 2011

ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in
MON 89034 x TC1507 » MON 88017 = DAS.59122-7

General Use Pattern{s) (list all those claimed forthis product using 40 CFR Part 158: Product Name: MON 82034 x TC1507 x
Terrestrial field crop MON 88017 x DAS-58122-7

NOTE: If your product is a 100% repackaging of another ptrchased EPA-reglstered product iabeled for all the same uses on your label, you do not
need to submit this form. You must submit the Formulator's Exernption Statement (EPA Form 8570-27).

D | am responding to a Data-Cali-in Notice, and have included with thls form aiist of companies sent offers of compensation (the Data Matrix form
should be used for this pumose).

Section . METHOD OF DATA SUPPORT (Check one methad only)

| am using the cite-all method of support, and have included with | am using the selectiva method of support (or cite-all option under
D this form a list of companies sent offers of compensation {the N the selective methed), and have included with thls form a
Data Matrix Form should be used fer this purpose). 2> compleled list of data requirements (the Data Matrix form must be
used).

Section li: GENERAL OFFER TO PAY

l:l {Required If using the cite-ali method or when using ihe cite-ail option under the selective method to satisfy one or more data requirements]
| hereby offer and agree to pay compensation, to other persons, with regard to ihe approval of this application, to the extent required by FIFRA.

Section Hl: CERTIFICATION

| certify that this application for registration, this form for reregistration, or thls Data-Call-In response Is supporied by ali data submitted or cijed in
the application for registration, the form for reglstration, or the Data-Call-in response. In addition, if the cite-all option or clte-all option under the selective
method is indicated in Section t, this application is supporied by all data in the Agency’s files that (1) ¢oncern the properties or effects of this product or
an jdentlcal or substantially simllar product, ene or more of the ingredients in this product; and (2) is a fype of data that would be required to be submitted
under the data requirements in effect on the date of approvai of this application if the applicaiion sought the initial registration of a product of ldenticai or
simliar composltion and uses.

| certify that for each exclusive use study cited in support of this registration or reregistration, that i am the original data subrmitter or that i have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study clted in support of this registration or reregistration that is not an exciusive use study, either: (a) | am the original data
submitter; (b} | have obtained the permission of the original data submitter fo use the study in support of this application; (c) all perlods of eligibility for
compensation have expired for the study; {d) the study is in the public literature; {e) i have notified in writing the company that submitted the siudy and
have offered (i) to pay compensation to the extent required by sections 3{c)( t){F) andfor 3(c}(2)(B) of FiFRA; and {li} to commence negotiations to
determine the amount and terms of compensation, if any, to be paid for the use of the study,

| carlify that in ali instances where an offer of compensation is required, coples of ail offers to pay compensabion end evidence of their delivery in
accordance with sections 3(c){ t)(F) and/or 3{c)(2)(B) of FIFRA are availabie and will ba submitted to the Agency upon request. Should | fall to preduce
such evidence to the Agency upon request, | understand that the Agency may Initlate action to deny, cancei or suspend the reglstration of my product In
conformity with FIFRA.
t certify that the statoments | have made on this form and aii attachments to it are true, accurate, and complete. i acknowiedge that any
knowingly faise of misiead/ng statement may be punishabie by fine or imprisonment of both under the applicable iaw,

Slgnature ~ Date Typed or Printed Name and Title
L eV Jon 28, Zol{ | 1. Avstin Bums
Regulatory Affairs Manager
Monsanto Company 07-CR-192E-E2 Page 3 of 5
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Formm Approved OMB No. 2070-0060

wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The pubilc reporting burden for this coliection of information Is estimated to average 0.25 hours per respanse for registration activities and 0.25 hours per
response for reregistration and special revlew activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
cther aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemant Division {2137), U.S. Environmental Protection Agency,

401 M Street, S.W., Washington, DC 20460. Do not send the form to this address,

DATA MATRIX

Date: January 28, 2011

EPA Reg. No./File Symbol: 524-LOL | Page t of t

Applicant's/Registranf's Name & Address:
Moponsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product: MON 89034 x TC1507 x MON 88017
x DAS-59122-7

Ingredients: Bacifius thuringtensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHPE59D, PV-ZMIR3D, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 < MON 88017 x DAS-59122-7 (QECD Unique ldentifier: MON-85@34-3 x DAS-@15@7-1 < MON-88@17-3 =

DAS-59122-7)

Guideline Refarence Number Guideling Study Name MRID Number Submitter Status Note
Administrative Materials for Information
Regarding the Manufacturing Process fora
5% Seed Mix Refuge for MON 89034
TC1507 x MON 88017 x DAS-59122-7
(Genuity® SmartStax®; EPA File Symbol - This
524-LOL ) Monsanto Company OWN Application
Volume 1: Information Regarding the 5
Manufacturing Process for a 5% Seed Mix ?S;;g;?:lg
Refuge for MON 89034 x TC1507 x @ Manufacturing
MON 880;7 X DAS:59122'7 (Genmty Information
SmartStax ; EPA File Symbol 524-LOL. ) Monsanto Company OWN

Si gnature W Name and Title Date

~ J. Austin Burns, Ph.D. January 28, 2011
i Regulatory Affairs Managjr

PA Form 8570-35 {9-97) Electronic and Paper versions avaliahle. Suhmil only Paper version.

Monsanto Company 07-CR-192E-E2

Agency internal Use Gopy

Page 4 of §
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. Form Approved OMB No, 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlee: The publlc reporling burden for this collection of Informalion is estimated fo average 0.25 hours per response for registrabion activities and 0,25 hours per
response for reregistration and special review activities, Inciuding time fot readlng the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, Including suggestions for reducing the burden to: Directot, OPPE Information Management Division {2137), U.S. Environmentai Protection Agency,
401 M Street, 8.W., Washington, DC 20460, Do nof send the formn fo this. address.

DATA MATRIX

Date: January 28, 2011 EPA Reg. No./Fiie Symbol 524-1.0L, | Page I of I
Applicant's/Registrant’s Name & Address: ) Product: MON 89034 x TC1507 x MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 x DAS-59122-7

Ingredients: Bacilius tharingiensis Cry1A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34/35Ab] Proteins and the Genetic Materials (Vectors PV-ZMIR245, PIP8999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique 1dentificr; MON-89%934-3 % DAS-@1507-1 * MON-88617-3

DAS-55122-7)

Guldeline Reference Number Guideline Study Name MRID Number Submitter Status Note
This
Monsanto Company OWN Application
Additionat
Supporting
Manufacturing
Information
Monsanto Company OWN
Signature Name and Title Date

= W 1. Austin Burns, Ph.D. January 28, 2011

Regulatory Affairs Manager
EPA Form 8570-35 {9-87) Electronic and Paper verslons availabie. Submit only Paper version, Public Flle Copy

Monsanto Company 07-CR-192E-E2 Page 5of 5
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MONSANTO

Administrative Materials for Information Regarding the Manufacturing
Process for a 5% Seed Mix Refuge for
MON 89034 x TC1507 x MON 88017 x DAS-59122-7
(Genuity® SmartStax®; EPA File Symbol 524-LOL)

Monsanto Company 07-CR-192E-E2 Page | of 5
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tJnited States

D Registration

Environmental Protection Agency

Washington, DC 20460

Other

OPRP [dentifier
MNumber
Amendment

Application for Pesticide — Section |

1. Company/Product Number

2. EPA Product Manager

3. Proposed Ciassification

EPA File Symbol 524-LOL Sheryl Reilly
Company/Product (Name) PM#
MON 89034 x TC1507 x MON 88017 x DAS-59122-7 92

None D Raslricted

3. Name and Addiess of Applicant (Include ZIP Code}
Monsanto Company
800 N. Lindbergh Blvd.
St. Louis, MO 63167

D Check if thls is a2 new address

EPA Reg. No.

6. Expedited Review. In accardance with FIFRA Section 3(c)(3)(8)(),
my preduct is similar or identical in composition and {abeling to:

Product Name

Section =11

Amandment - Explain below.

L]
L]

Resubmission in response to Agency letter dated

Notification — Explain below,

[
[
X

Final printed labals in response to
Agency lelter dated

*Me Too" Applicallon,
COlher — Explain below.

Exptanation; Use additional page(s) if necessary. (Fof Section | and Section I.)

Information Regarding the Manufacturing Process for a 5% Seed Mix Refuge for MON 89034 x TC1507 x MON 88017 x DAS-

59122-7 (Genvity® SmartStax®; EPA File Symbol 524-LOL)

Section - il

1. Materlal This Praduct Will Be Packaged In:

Child-Resistanl Packaging Unit Packagling Water Soluble Packaging
Yes* Yes Yas
(1w [ no [ Ine
* Certificaflon must If “Yes" No. per If “Yes" No. per
be submitted Unit Packaging Container Package wat. Conlalner
wgt.

2. Type of Container

Mefal
[ ] piastic
D Glass
L___] Paper
[_] other

{Specify)

3. Location of Net Contents Informatlon

L___] Label l:l Contalner

4, Size(s) Retall Container

5. Location of Label Directions
On Label
|:I On Labeling accompanying produsct

6. Manner in Which Label Is Affixed to Product

[ ] Lithegraph

D Other

Paper glued

L___] Stenciled

Section - 1V

1. Contact Point (Compiele ilems direclly belfow for identificalfon of individual fo be contacled, if necessary, to process fhis appifcation.}

Name Title Talephone No. {include Area
Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & | Code}
Policy (202) 383-2866
Certification 6. Date Application

{ ceriify thal the statements ! have made on Ihis form and aff alfachmenis therefo are frue, acturate and complete. Receliag

f acknowiedge that any knowingly false or misfeading staterment may be punishabla by fine or imprisonment or

both under applicable faw,

(Stamped)
2, Signatu 3. Tille
jf W Regulatory Affairs Manager
4¢<Fgred Name 5. Date
J. Austin Burns Ph.D. Tel. (314) 694-6514 January 28, 2011

Please read Inslructfons on reverse hefore compleling form.

EPA Form 8570-1 (Rev. 3-94} Previous editions are absojete. White -~ EPA Fije Copy (orlginal}

07-CR-192E-E2

Monsanto Company

Form Approved, OMB No. 2070-0060. Approval Expires 2-28-95

Yafiow - Applicant Copy
Page 2 of 5
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e UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WE PA 401 M Street, 5. W.
WASHINGTON, D.C. 20460

Paperwaork Reduction Act Notice: The public reporting burden for this colieciion of Information is estimated to average 1.25 hours per response for
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the
burden te Director, OPPE Information Management Division (2137), U.S. Environmentai Proteciion Agency, 401 M Sireel, S.w., Washington DG, 20460,
Do not send the completed form fo this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, ang Telephone Number:  {314) 694-6514 EPA Registration Number / Flle Symbol:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LOL

Aclive Ingredient(s) and/or representative test compound(s): Bacillus thuringfensis CrylA105, | pate
Cry2a52, CoylF, Cry3Bbl, Cry34/35A01 Proteins and the Genetic Materials (Vectors PV-

ZMIR245, PHP2999, PV-ZMIR39, and PHP17662) Necessary for their Production in Jannary 28, 2011
MON 89034 x TC1507 x MON 88017 x DAS-59122-7
General Use Pattern(s) (list ail those claimed for this product using 40 CFR Part 158: Product Name: MON 89034 x TC1507 x
Terrestrial field crop MON 88017 x DAS.59122-7

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your fabel, you do not
need to submit this form. You must submit the Formuiator's Exemption Staternent (EPA Form 8570-27).

D I am responding to a Data-Call-in Notice, and bave Included with this form a iist of companles sent offers of compensation (the Data Mairix form
shouid be used for this purposa).

Section ;. METHOD OF DATA SUPPORT (Check one method only)

i am using the cite-ail method of support, and have included with ! am using the seiective method of support (or cite-all option under
D thls form a list of companies sent offers of ¢compensation (the N the selective method), and have included with this form a
Data Matrix Form should be used for this purpose). N completed list of data requirements (the Data Mateix form must be
used).

Section I: GENERAL OFFER TO PAY

D {Requlired if using the cite-all method or when using the cite-all option under the seleciive method to salisfy one or more data requirements)
i hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FiFRA.

Section lii: CERTIFICATION

{ certify that this application for registration, this form for reregistration, or this Data-Cali-in response is supported by all data submiitted or cited in
-the application for registration, the form for reglstration, or the Data-Call-In response. in addition, if the cite-all option or cite-all option under the selective
method is indlcated in Section 1, this application is supported by ail data in the Agency's files that (1) concem the properties or effects of this product or
an ldentical or substantially simllar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted
under the daja requirements in effect on the date of approvai of this application if the applicatlon sought the initial registration of a product of identical or
similar composition and uses.

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtalned
the written permisslon of the original data submitter to cite that study.

| certify that for each study clted in support of this registration or rereglstration that is not an excusive use study, either: (a) | am the original data
submitter; (b) | have obiained the permission of the originai data submitler fo use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study; (d) the study is In the public literature; {e) | have notified In writing the company that submitted the study and
have offered (i) to pay compensatlon to the extent required by sections 3(¢)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) o commence negotiations to
determine the amount and terms of compensation, if any, to be paid for the use of the study.

i cerify that in all Instances where an offer of compensation Is required, copies of all offers to pay compensation and evidence of thelr delivery in
accordance with sections 3(c)(1){F) and/or 3(c2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should ! fail to preduce
such svidence to the Agency upon request, [ understand that the Agency may initiate action te deny, cancel or suspend the reglstration of my product in
conformity with FIFRA.

i certify that the statements ! have made on this form and al! attachments to it are true, accurate, and complete. | acknowiedge that any
knowingiy false of misleading statement may be punishabie by fine or imprisonment of both under the applicable faw.

Signature B Date Typed or Printed Name and Ttle
- W_/ \7;4\ 928:,70// J. Austin Burns
Regulatory Affairs Manager
Monsanto Company 07-CR-192E-E2 Page 3 of 5

390



o Form Approved OMB No, 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for thls cofleclion of Information ks estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the Instructions and compieting the necessary forms. Send comments regarding the burden estimate or any
other aspect of this colieclion of information, Including suggestions for reducing the burden to: Director, OPPE nformation Management Division (2137), U.S. Environmentai Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: January 28, 2011 EPA Reg. NoJFile Symbol: 524-LOL | Page 1 of t
Applicant's/Registrants Name & Address: Product MON 89034 = TC1507 x MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 x DAS-59122-7

ingredients: Baciflus thuringiensis Cryl A.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34/35Ab] Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHFP8999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 {OECD Unique Identifier: MON-89@34-3 x DAS-@15@7-1 » MON-88@17-3 »
DAS-59122-7)

Guideline Reference Number Guideline Study Name MRED Number Submitter Status Note

Administrative Materials for Information
Regarding the Manufacturing Process for a°
5% Seed Mix Refuge for MON 89034 x
TC1507 » MON 88017 x DAS-59122-7

(Genuity® SmartStax®; EPA File Symbol This
524-LOL ) ' Monsanto Company OWN Application
Volume 1: Information Regarding the o
Manufacturing Process for a 5% Seed Mix gf;;g;?zé
Refuge for MON 89034 = TC1507 = Manufacturing
MON 88017 x DAS-59122-7 (Genuity® Ynformation
SmartStax®; EPA File Symbol 524-LOL ) Mo nsatito Company OWN

Signature W—- Name and Title Date
J. Austin Burns, Ph.D. January 28, 2011

P Regulatory Affairs Manager
PA Form 8570-35 {9-97) Electronic and Paper versions avaliable. Submit only Paper verslon, Agency Intornal Use Copy
Monsanto Company 07-CR-192E-E2 Page 4 of §
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. Form Approved OMB No, 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public seporiing burden for this collectlon of information is estimated to average .25 hours per response for registration aclivitles and 0.25 hours per
regponse Jor reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of Information, including suggestions Jor retducing the burden to: Director, OPPE Information Management Division {2137}, 1.S. Environmental Protecllon Agency,
401 M Street, 8.W., Washington, DC 20480, Do not send the form to this address,

DATA MATRIX

Date: January 28, 2011 EPA Reg. No.fFile Symbol: 524-LOL. | Page iof i
Appllcant's/Reglstrant's Name & Address: Product MON 89034 x TC1507 x MON 83017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 x DAS-59122-7

Ingsedlents: Bacillus thuringiensis Cryl A 105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materials (Vectors PY-ZMIR245, PHP23999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89034-3 x DAS-81507-1 x MON-88@17-3 x
DAS-59122-7)

Guideline Reference Numhber Guideline Study Name MRIE Number Submitier Status Mote
This
Monsanto Company OWN Application
Additional
Supporting
Meanufacturing
Information
Monsanto Company QWN
: |
Signature ] Name and Title Date
A W 1. Austin Burns, Ph.D. January 28, 2011
F i Regulatory Affairs Manager .
EPA Form 8570-35 {9-97) Elestronic and Paper versions available. Submit only Paper veision. Public Flle Copy
Monsanto Company 07-CR-192E-E2 Page 5 of 5
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MONSANTO

Administrative Materials for Information Regarding the Manufacturing
Process for a 5% Seed Mix Refuge for
MON 89034 x TC1507 x MON 88017 x DAS-59122-7
(Genuity® SmartStax®; EPA File Symbol 524-LOL)

Monsanto Company 07-CR-192E-E2 Page 1 of 5
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i : OPP ideniifier
United Stales |:| Registration Number
Environmental Protection Agency D Amendment
Washinglon, DC 20460
? Other
Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
EPA File Symbol 524-LOL Sheryl Reilly
Company/Product {(Name) PM# None I:l Restiicted
MON 89034 x TC1507 = MON 88017 X DAS-58122-7 92

5. Name and Address of Appllcant (clude ZIP Codes) 6. Expedited Review. Inaccardance with FIFRA Section 3(c)(3)(B)Xi),

Monsanto Company my product is similar or identical in composition and labeling to:

800 N. Lindbergh Blvd. EPA Reg. No.

St. Louis, MO 63167
D o Producl Name

Check if this Is a new address

Section — |l

, Final printed iabels In response to
D Amendment — Explain below. Agency ltter dated
D Resubmission in response to Agency jetter dated “iMe Too" Application.
D Notificatior: — Explaln beiow. "X otter - Explain selow.

Explanatlon: Use additional page(s) i/ necessary. (For Section i and Section I1.)

Information Regarding the Manufacturing Process for a 5% Seed Mix Refuge for MON 89034 x TC1507 * MON 88017 x DAS-
59122-7 (Genuity® SmariStax®; EPA File Symbol 524-LOL )

Section — Il

1. Material This Product Will Bo Packaged in:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes* Yes Yes E Metal
Plasiic
No No No
[] [] [] [ s
* Certificatfon must If “Yes" : No.per - flf*Yes" No. per D Paper
be supmitted Unit Packaging Cortainer Package wuot. Container
wyt, [:I Other
: {Specify) 2333
. , 2= -
3. Location of Net Conlents Information 4, Size(s) Retaii Container 5. Location of Label Directiors» »

[:I [_abel D Container D On Labsl ;; 13333
|:| On Labeling accompanying product

8. Manner in Which Label is Affixed to Product D Lithograph |:| Other 5 j : I
Paper glued )n’a: 1aaa
DStENCHEd :‘,‘:Q a3
Section - IV ’ i
1. Cortact Polnt {Complele ifems direclly below for Identificalion ol individual fo he contacled, if necessary, lo process [his application.} T
Name Title Telephone Ng){.‘?m';h:{e Area
Dr. Russell P, Schnetder Sr. Director for Regulatory Affairs & | Code)
3
Policy (202} 38332866
Certification 6. Date Application
| certify thal the slelements | hava made on /his form and alf attachments therelo are true, accurale and complefe. Recejved
{ acknowledge fhat any knowingly false or misleading stalemeni may be punishable by fine or imprisonment or
both under applicable faw.
(Stamped)
2. Slgnatur = 3. Tille
j W Regulatory Affairs Manager
ACFgped Name 5. Dals
J. Austin Burns Ph.D.  Tel, (314) 694-6514 January 28, 2011

Please read instructions on reverse before compleling form. Form Approved. OMB No. 2070-0060, Approval Expires 2-28-95
EPA Form 8570-1 {(Rev. 3-84) Previous adit’ons are obsoiote. White - EPA File Copy (original)  Yeliow - Applicant Copy

Monsanto Company 07-CR-192E-E2 Page 2 of 5
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= UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
wE PA 401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collectlon of Information is estimated to average 1.25 hours per responss for
registration and 0.25 hours per response for reregistration and special review activities, including tima for reading the instruclions and completing the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestlons for reducing the
burden to Director, OPPE Information Management Divislon (2137), U.S. Environmental Protection Agency, 401 M Street, SW., Washington DC, 20450.
Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Reglstrant's Name, Address, and Telephene Number:  (314) 694-6514 EPA Registration Number / File Symbal:
Monsanto Company, 800 N, Lindbergh Bivd., 8t. Louis, MO 63167 524-LOL

Active ngredient(s) and/or representative test compound(s). Bacilfus thuringtensis Cryl A.105, Date:
Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materfals (Vectors PV

ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for fheir Production in January 28, 2011
MON 85034 x TC1507 x MON 88017 x DAS-59122-7
General Use Pattem({s} (llst all those clalmed for thls product using 40 CFR Part 158: Product Name:; MON 89034 x TC1507 »
Terrestrial field crop MON 8§8017 ¥ DAS-59122.7

NOTE: If your product Is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not
need to submit this form. You must submit the Formulator's Exempfion Statement (EPA Form 8570-27).

D ! am responding to a Data-Call-in Notice, and have included with thls form a list of companles sent offers of compensation (the Data Matrix form
should be used for this purpose).

Section I: METHOD OF DATA SUPPORT (Check one method oniy)

| am uslng the cile-all mathod of support, and have Incduded with | am uslng the selective method of support {or clte-all option under
|:| this form a list of companles sent offers of compensation (the W the selegtive method), and have Included with this form a
Data Malrix Form should be used for this purpose). N completed list of data requirements {the Data Matrix form must be
used).

Section ll: GENERAL OFFER TO PAY

D [Required If using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements)
| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this applicatlon, to the extent requlired by FIFRA,

Section lll;: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response Is supported by all data submitted or cited In
the applicatlan for registration, the form for reglsiration, or the Data-Call-In response. In addition, If the cite-all option or cite-all option undar the seleclive
method is Indicated in Section 1, this application is supported by all data in the Agency's files that (1) cancarn the properties or effects of this product or
an identical or substantially similar praduct, one or more of the Ingredients in this product; and {2)!s a fype of data that would be required to be submitied
under the data requirements In effact on the date of approval of this application if the applicalion sought the initlal registration of a progud¥ identical or
similar composition and uses. rayy

| certify that for each excluslve use study cited In support of this ragistration or reregistration, that | am the origlnal data submitler or thal,l ha+e oblained
the written permission of the original data submitter to cite that study. 2

k-l
| certify that for each study cited in suppert of this registration or reregistration that is not an excluslve use study, either; (a) | am tahe oﬁglnal!daaal:;
submitter; {b) | heve oblained the permisslon of the original data submitier to use the study In support of this application; (¢) all pariods of eligibilily for
compensation have expired for the study; {d} the study Is In the public literature; (&) | have nofified In wriling the company that subniitted® (he study ajd
have offered (i) to pay compensation to the extent required by sections 3(c){1)(F) andfor 3(c}{2)(8) of FIFRA; and (i) to commance negotiations te
determine the amount and terms of compensation, if any, to be paid for the use of the study. R PRGNS
3

| certify thal In all Instances where an offer of compensation is requirad, copies of all offers to pay compensatlon and evidence of their dbliveryln ***?
accordance with sections 3(c)(1)F) and/or 3(c}2)(B) of FIFRA are available and will be submitted to the Agency upon request. Shodld ] fil fo produce
such evidence to the Agency upon request, | understand that the Agency may inillate action to deny, cancel or suspend the reglstration of my product in
conformity with FIFRA, 3

2
I certify that the statsments ! have made on this form and all attachments to It are truo, accurate, and complete. ! acknowl3dge that any
knowingly false of misleading statement may be sunishable by fine or Imprischment of both under the applicable law,

Signaturs Date Typed or Printed Name and Titls
& NVl \7;1/1 528,70/{ J. Austin Burns
Regulatory Affairs Manager
Monsanto Company 07-CR-192E-E2 Page 3 of 5
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Form Approved OMB No, 2070-0060

wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.,
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The publlc reporting burden for this colleclion of information is estimated to average 0.25 howrs per response for registration activities and 0.25 hours per
response for reregistration and speclal review activilles, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any
other aspect of this collection of informallon, including suggestions for reducing the burden to; Director, OPPE Information dManagement Division (2137), U.S. Environmental Protection Agency,

40t M Street, S.W,, Washlngion, DC 204680, Do not send the form to this address.

DATA MATRIX

Date: January Z8, 2011

EPA Reg. No.jFile Symbol: 524-LOL | Page i of 1

Apphicants/Reglstrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167

Proguct: MON 89034 x TC1507 x MON 88017
x DDAS-59122-7

ingredlents: Bacillus thuringiensis Cryl1 A 103, Cry2Ab2, CrylF, Cry3Bhbl, Cry34/35Ab]1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP§999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-8934-3 x DAS-B1567-1 x MON-88@17-3 x

DAS-59122-7)

Guidefine Referance Number Guideline Study Name MRIO Number Submitter Status Note
Administrative Materizls for Information
Regarding the Manufacturing Process for a
5% Seed Mix Refuge for MON §9034 %
TCIS567 x MON 88017 x DAS-59122-7
(Genvity® SmartStax®; EPA File Symbol This
524-LOL) Monsanto Company OWN Application
Volume I: Information Regarding the .
Manufacturing Process for a 5% Seed Mix gj;;ﬁ;ﬁlg
Refuge for MON 89034 x TC1507 o Maniifaohieitia
MON 880}@7 % DAS-59122-7 (Genuity Tnforasn
SmartStax”; EPA File Symbal 524-LOL) Monsanto Company OWN

Signature W Name and Title Date

A I. Austin Burns, Ph.DD, January 28, 2011
Regutatory Affairs Manager

P4 Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper verslon.
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GEPA

Form Approved OMB No. 2070-0050

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information s estimated to average 0.25 hours per response for registration activities and 0,25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this colfection of Information, induding suggestions for reducing the burden to: Birector, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street. S.W., Washington, OC 20460, Do not send the form to this address,

DATA MATRIX

pate: January 28, 2011

EPA Reg. No./File Symbol: 524-L.OL | Page tof t

Applicant's/Regisirant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product;
x DAS-59122-7

MON 89034 x TCI507 x MON 88017 —

Ingredients: Bacillus thuringiensis CrylA.105, Cry2 Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materials (Vectors PY-ZMIR245, PHPE999, PV-ZMIR33, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7 (QECD Unique Identifier: MON-89G34-3 x DAS-@1567-1 » MON-88317-3 x

DAS-59122-7)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
This
Monsanto Company QOWN Application
Additional
Supporting
Manufacturing
Information
Monsanto Company OWN
Signature Name and Title Date
A W J. Austin Bums, Ph.D. January 28, 2011
Regulatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper verslons available, Submit only Paper version.

Monsanto Company
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Public File Copy
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479437-00

MONSANTO |3
imagine

December 18, 2009 MousaNTo GOMPARY
fa6 NoeTH LINDBERGH Bive

St Lows, MISSOURE 53137

Document Processing Desk TR

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Atin:  Dr. Sheryl Reiily, Team Leader 92

Subject: Application to Register the Plant-Incorporated Protectant, Bacillus thuringiensis
CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl and Cry35Abl Proteins and the
Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662)
Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7,
with an interspersed in-field refuge configuration using a seed mixture, EPA Reg. No.
524-XXX.

Dear Dr. Reilly:

Please find the enclosed application for the registration of the combined piant-incorporated
protectants, Bacillus thuringiensis (Bt) CrylA.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Abl, and Cry35Abl1 proteins and the genetic material necessary for their production
in field corn (PV-ZMIR245, PHP8999, PV-ZMIR39, PHP17662) produced in MON 89034
x TC1507 x MON 88017 x DAS-59122-7 (SmartStax™ ) allowing an interspersed in-field
refuge option that is enabled by a seed-mixture containing P1P and non-PI1P seed. This
refuge option is distinct from those allowed under the SmartStax EPA registration No’s:
524-581 (Monsanto) and 68467-7 (Dow AgroSciences).

Monsanto Company and Dow AgroSciences (Dow) have used conventional breeding
techniques to develop the combined trait corn product MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 (SmartStax). This combined trait corn product is comprised
of six PIPs encoded by four independent events that have each undergone safety
assessments by EPA. Each of these four events, as well as the SmartStax combined trait
product has a separate Section 3 registration with the EPA. Permanent tolefance
exemptions are in place for each of the six PIP and two inert marker proteins present in the
combined trait product, SmartStax. EPA completed the safety and envircnmsntal
assessment by of SmartStax leading to the Section 3 registrations, 524-581 and 68467 7, in
July, 2009. Because SmartStax is currently registered to allow various discrete 5%
structured refuge options, additionai product descriptors for seed corn specific for the
interspersed refuge option would be used to ensure there is no confusion between the two

™ SmartStax is a trademark of Monsanto Technology LLC.

Monsamo Company 07-CR-192E-2 Page 1 g@%



SmartStax product offerings. These additional descriptors would be added prominently to
seed corn units and associated labels and literature. Monsanto is committed to ensuring
this product clarity, and will present plans for these descriptors to EPA at a later time as
they are developed.

Currently, the majority of U.S. com production utilizing PIP-containing corn requires a
20% non-insect protected (referred to as non-PIP or non-Bt) discrete structured refuge for
insect-protected Bt corn. The majority of these products produce a single Bt toxin mode of
action (insect control). The strategy to use two or more effective doses with differing
modes of action (so-called pyramiding) as an effective way to combat resistance
development is supported by academics and regulators as the most effective strategy to
foster the durability of insect-protected biotech crops. SmartStax produces three Bacillus
thuringiensis (Bt) protein toxins each with independent modes of action against
lepidopteran corn pests, and two Bt protein toxins with independent modes of insect
control against corn rootworms. Each insecticidal mode of action provides an effective
dose against these pests. Thus, SmartStax represented a step-change in insect confrol and
insect resistance management (JRM) for corn pests, providing multiple effective modes of
action for the control of both above-ground lepidopteran pests and the below-ground com
rootworm (CRW) complex, enabling a significant reduction in the required refuge area
(5%) in the U.S. Corn Belt compared with single toxin products (20%).

The IRM conditions of registration for SmartStax under registrations 524-581 and 68467-7
require growers in the U.S. Cormn Belt (non-cotton growing areas) to plant 5% of their corn
acres with a non-Bt common insect refuge for every 95% of their acres of SmartStax. The
non-Bt ‘common’ refuge supports the production of non-resistant adult insects for both the
lepidopteran and corn rootworm pests to mate with the respective surviving insects
emerging from SmartStax plants, and thus serves as a refuge for both lepidopteran and
corn rootworm pests. This non-Bt refuge corn can be placed as a discrete area, either as in-
field strips, perimeter rows, adjacent block, or as a separate block within 1/2 mile from the
SmartStax field. The specific refuge requirements are defined according to the prevailing
pests in a given region, and whether plantings occur in major cotton growing regions.

Extensive laboratory and field studies, and conservative mathematical modeling, showed
that even with the 5% structured refuge, the rate of resistance evolution should be at least
three times slower for SmartStax than existing single toxin products utilized with a 20%
refuge. Given the significant improvements in insect control efficacy and spectrum,
reduction in refuge, overall improvements in yields and potential for elimination nf seil-
applied pesticides, SmartStax corn has the potential to produce sizable pecuniary and non-
pecuniary benefits for farmers and the environment. The multiple effective dose strategy s
a central component of the durable IRM refuge strategy for SmartStax, using a 5% refuge
in any field configuration.

Although the SmartStax registration provided data and modeling information to support
deployment of various 5% discrete structured refuge option in the Corn Belt, Monsanto
and Dow have invesfigated alternative refuge designs over many years. This includzs an
interspersed refuge approach {commonly referred to as a “seed mix’, or ‘refuge in a bag”),

Monsanto Company 07-CR-192E-2 Page2 of 6
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in which a fixed amount of non-Bt seed would be included within each bag of SmartStax
seed corn to create a interspersed distribution of non-Bt refuge plants among the SmartStax
corn plants across a field. Seed mixes of Bt and non-Bt seed have been recognized as a
possible insect resistance management (IRM) strategy for Bt crops for almost two decades
because of the value of having an IRM strategy implemented by the technology provider
rather than growers. This removes the issue of grower compliance with the IRM strategy
and ensures that a refuge will be present within every Bt crop field. Benefits of an
interspersed refuge via seed mixes from an IRM perspective include:

e Consistent percentage of non-Bt plants in every Bt field

¢ An interspersed in-field distribution of non-Bt plants will be particularly
beneficial for very large fields

Reduced probability of mating between Bt-resistant adults

Appropriate choice of refuge hybrid ensured

Identical management of Bt and refuge plants

No additional insecticide use on refuge plants

Higher adoption of pyramided varieties, increasing the durability of all
Bt traits

A major hindrance to enabling the development and deployment of an interspersed refuge
structure in the past has been the minimum 20% refuge size necessary to ensure durability
(time to resistance development) of single dose products. In-field refuges above 5%
caused unacceptable total field yield losses in an interspersed in-field refuge structure.
With the development of SmartStax corn containing two- and three- effective insecticide
modes of action against targeted pests, the substantial increase in durability supported a
reduction in the refuge from 20% to 5%. The durability of SmartStax with a 5% refuge for
both above-ground and below-ground pests also strongly supports a 5% interspersed in-
field refuge structure, as delivered by planting a seed mix refuge. '

The central need for an interspersed refuge — as with any refuge strategy, is that it supports
sufficient populations of susceptible target insects while enabling mixing of these insects
with any resistant insects surviving in Bt corn fields. Compared with a block refuge, the
novel characteristic of a seed mix is the interspersed nature of Bt and non-Bt plants within
in a field. This spatial distribution will enhance the mixing of adult insects coming from
Bt and non-Bt plants, ensuring that any resistant insects surviving on Bt plants will
encounter susceptible insects coming from non-Bt plants, which will be beneficial for
IRM. However, this spatial distribution of plants in a field also could increzse the
likelihood that larval insects may move between Bt and non-Bt plants because all aon-Bt
plants will have neighboring Bt plants. Thus, it is important to quantify the impacts of this
larval movement on the refuge function within an interspersed refuge from a seed mix.

Specifically, two criteria need to be met to confirm that a 5% seed mix refuge is as
effective as current refuge options for SmartStax. First, the seed mix should not lead to a
biologically significant increase in sub-lethal exposure of larvae to the Bt toxins that could
increase selection for Bt resistance. This could occur either through early instar larvac of
the target pests moving from Bt plants to non-Bt plants after sub-lethal exposure, or oy

Monsanto Company 07-CR-192E-2 Page 3 of 6
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larvae moving from non-Bt to Bt plants as larger, more Bt-tolerant instars. Assessment of
this issue requires examining the susceptibility of larvae of different ages to the proteins in
SmartStax. Based on extensive data, the expectation is that the enhanced toxicity
conferred by the multiple effective modes of action of SmartStax will make it unlikely that
larvae will be able to move and survive in this way, particularly for the highly susceptible
lepidopteran target pests. Second, the non-Bt plants in the interspersed field seed mix must
support sufficient susceptible pest insects to be an adequate refuge. This can be assessed
through direct surveys of pest population density on the non-Bt plants, together with
appropriate mathematical modeling.

To this aim, this registration application provides data collected over the past three years
assessing the efficacy and value of an interspersed 5% in-field refuge option, via a seed
miX containing 5% non-Bt refuge seed + 95% SmartStax seed, as an additional refuge
strategy for SmartStax corn in the U.S. Corn Belt. Details of these data and analyses are
presented in Volume 2 of this submission. The supporting data and information included
in this request include (1) data on larval movement and survival in a 5% interspersed in-
field refuge for the key lepidopteran (European corn borer (ECB) and southwestem corn
borer (SWCB)) and coleopteran target pests (primarily western cormn rootworm (WCR) and
secondarily northern corn rootworm (NCR)); (2) mathematical modeling to demonstrate
the acceptable risk of a interspersed 5% in-field refuge strategy compared to existing
refuge strategies; (3) data on the efficacy of a 5% interspersed refuge against the target
pests, and the impact of the non-Bt plants in the interspersed refuge on overall yield; (4)
criteria are described for ensuring and verifying a consistent seed mix percentage during
the manufacturing process; and additionally, (5) information outlining the benefits for
growers, the public, and environment that would result from the addition of an interspersed
refuge option for SmartStax (Volume 3 of this submission).

Presented in Volume 2, laboratory and field data indicate that a 5% seed mix will provide
an effective refuge for SmartStax for ECB, SWCB, and the CRW species. For all of these
pests, the non-Bt plants in a 5% seed mix consistently supported large populations of
susceptible insects, while the SmartStax plants had few or no survivors. Highly
conservative mathematical modeling shows that an interspersed refuge strategy will
provide comparable or greater durability than 5% structured refuge in the Corn Belt,
depending upon compliance with the structured refuge, and greater durability than single
Bt products with a 20% refuge. Furthermore, this approach will provide yields comparable
to current structured refuge systems but with greater convenience and reduced insecticide
use on the refuge, thereby bringing additional benefits beyond those of SmartStax with 5%
discretely structured refuge.

Presented in Volume 3, the benefits to growers, the environment, and fo society at large
will be realized by the addition of an interspersed 5% in-field refuge option for SmartStax.
Under all 5% refuge options (the strip or block refuge strategy supported in SmartStax
registrations 524-581 and 68467-7, and the interspersed 5% in-field refuge proposed with
this application), SmartStax represents significant value to U.S. farmers. There are unique
benefits to a2 SmartStax 5% interspersed refuge above those provided by discrete strip or
block refuges. These include substantial non-pecuniary grower benefits, environmental

Monsanto Company 07-CR-192E-2 Page 4 of 6
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benefits, and improved compliance with IRM requirements. Enabling growers to broadly
plant SmartStax corn with an interspersed in-field refuge will support:

+ Reduction or potential elimination of application of soil-applied insecticides

* Reduce potential for com rootworm insecticides in ground or surface water

s Reduce farm worker exposure to organophosphate insecticides, accidental
insecticide spills, and insecticide carryover effects

o Increase simplicity, flexibility, and time savings associated with planting the refuge

¢ (uarantee grower compliance with IRM requirements

* Provide incentive to growers to switch to pyramided Bt technology, improving
durability of Bt corn technology

This request for a registration of MON 89034 x TC1507 x MON 88017 x DAS-59122-7
(SmartStax) will allow an in-field refuge structure in which the non-Bt refuge plants are
interspersed within the SmartStax field. This type of interspersed in-field refuge is a
‘structured refuge’, as defined by EPA (Biopesticides Registration Action Document for Bt
Plant-Incorporated Protectants, October 15, 2001), and would be implemented by growers
planting a defined seed mixture compnsed of PIP (SmartStax) seed with a fixed amount of
non-Bt (refuge) seed. In addition, this interspersed refuge would only be implemented via
planting a seed-mixture manufactured by the technology provider (registrants) and
appropriately licensed seed producer affiliates.  This non-Bt refuge would be
complementary to, but distinct from, the refuge structures currently allowed under
SmartStax registrations 524-581 and 68467-7 (in-field strips, rows, or blocks).

Monsanto and Dow are hereby requesting a registration for the plant-incorporated
protectant, Bacillus thuringiensis CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl and
Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-
ZMIR39, and PHP17662) necessary for their production in MON 89034 x TC1507 =
MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration. The
interspersed refuge would be implemented via a seed mixture in bags of seed comn
consisting of 5% non-Bt corn along with 95% SmartStax corn. Seed mixtures to be
planted under this option would only be prepared by seed producers licensed by the
registrants to ensure consistency and provide adequate refuge in the field.

The documents accompanying this request are listed in the table below. The table
includes the classification categories “A”, “B”, and “C” for each document, as defined by
the Agency: '

= Category “A”: Materials that can be released to anyone, regardless of affiliation to
a foreign or multi-national pesticide producer.

= Category “B”: Information can be released only to individuals that attest they are
not employees or agents of a foreign or multi-national pesticide producer, as per
FIFRA Section 10(g).

Monsanto Company 07-CR-192E-2 Page 5 of 6
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= Category “C”: Confidential Business Information that is protected from any
disclosure indefinitely by provisions put forth by the EPA, as per FIFRA Section
10.

A CD-ROM containing the fully releasable ("A") documents in .pdf format is also
provided.

It is Monsanto’s understanding from communications with the EPA BPPD, that the

following fee category and amount is appropriate based on the PRIA II Fee Table,
effective October 1, 2008.

e Fee category: B881. New Product; SAP review required
e Fee category amount: $82 688

Documents accompanying this application for registration

Hard .pdf file for

Volume | Category | Document copy E-docket

N/A A Cover letter 2 V

N/A A Transmittal document N B

| A Volume 1: Administrative volume 5 .
(redacted copy)

1 B Volume 1: Administrative volume Y

Volume 2: Five Percent Seed Mix
Refuge as an Insect Resistance
2 B . | Management Option for +
MON 89034 x TC1507 x
MON 88017 x DAS-59122-7

Volume 3: The Benefits of a 5% N
Interspersed In-field Refuge Option for
SmartStax™ Corn

Should you require any additional information regarding this application please feel free to
contact Dr. Russell Schneider at 202-383-2866, or myself at 314-694-6514.

Sincerely,

(/

 Austin Burns, Ph.D.
Regulatory Affairs Manager
Monsanto Company

cc: Mike Mendelson, EPA/OPP/BPPD
Russell Schneider, Ph.D., Monsanto

Monsanto Company 07-CR-192E-2 Page 6 of 6
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MONSANTO ?2

TRANSMITTAL DOCUMENT

SUBMITTED BY
Monsanto Company

800 N. Lindbergh Bivd.
St. Louis, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for the Application to Register the Plant-Incorporated
Protectant, Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl,
and Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP§999, PV-

ZMIR39, and PHP 17662) Necessary for their Production in _
MON 89034 x TC1507 x MON 88017 x DAS-59122-7,
With an Interspersed In-Field Refuge Configuration Using a Seed Mixture

EPA Registration Number: 524-XXX

TRANSMITTAL DATE

December 18, 2009

MONSANTO REFERENCE No.

07-CR-192E-2

Monsanio Company 07-CR-192E-2 Page 1 of 2
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Volume 1. Administrative Materials for the Application to Register the Plant-
Incorporated Protectant, Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF,
Cry3Bbl, Cry34Abl, and Cry35Abl Proteins and the Genetic Materials
{(Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary
for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-
7, With an Interspersed In-Field Refuge Configuration Using a Seed Mixture

MRID Number

Registration Summary and Data

Volume 2. Five Percent Seed Mix Refuge as an Insect Resistance Management Option
for
MON 89034 x TC1507 x MON 88017 x DAS-59122-7

MRID Number 47843701

Characterization of Benefits

Volume 3. The Benefits of a 5% Interspersed In-fieid Refuge Option for SmartStax™
Comn

MRID Number _47943702 _

Company Official: /'*/ W Lecomlgen (£, #7
{.#ustin Bums, Ph.D. _ Date
Regulatory Affairs Manager

(314) 694-6514
Company Name:  Monsanto Company
Company Contact: Russell P. Schneider, Ph.D.

Senior Director, Regulatory Affairs and Policy
(202) 383-2866

Monsante Company 07-CR-192E-2 Page 2 of2
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MONSANTO
1m  mne
February 14, 2011
MonsanTo ComPany
2 5 8oo NorTtH LINDBERGN Bivo
Document Processing Desk S Louts, Missoorebuby
Office of Pesticide Programs (7504P) hitp:/ /www.monsanto.com

U.S. Environmental Protection Agency
Room §-4900, One Potomac Yard
2777 South Crystai Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Branch Chief, Microbiai Pesticides Branch, Biopesticide and
Pollution Prevention Division (7511P)

Subject: Additional information regarding the manufacturing process and refuge assurance
program for a 5% seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS-
59122-7 (Genuity® SmartStax®; EPA File Symbol 524-LOL)

Dear Dr. Reilly:

Thank you and your team for the opportunity to review our proposed manufacturing processes
fora 5% seed mix refuge for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 on
February 3,2011. Asrequested by Mike Mendelsohn, accompanying this letter is an additional
document describing the Monsanto licensee seed conditioner’s qualification for seed mix refuge
products. This document, in addition to the submission on January 28, 2011 clarifying
Monsanto’s manufacturing process and standards, addressing both Monsanto-owned and licensee
operated facilities should help clarify Monsanto’s Refuge Assurance Program for seed mix -
refuge products (RIB).

The documents accompanying this letter have been classified “A” or “B”, as defined by the
Agency:

=  Category “A”: Materials that can be released to anyone, regardiess of affiliation to a
foreign or multi-national pesticide producer.

» Category “B”: Information can be released only to individuals that attest they are not
employees or agents of a foreign or multi-national pesticide producer, as per FIFRA
Section 10(g).

Monsanto Company 07-CR-192E-E2 Page 1 of 2
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Documents accompanying this letter:

Document Category
Cover letter A
Transmittal document A

Administrative Materials for Monsanto
Protocol/Refuge Assurance Program,
including Licensee Seed Conditioner’s | A
Qualification for Seed Mix Refuge
Products (RIB)

Monsanto Protocol/Refuge Assurance
Program, including Licensee Seed B
Conditioner’s Qualification for Seed
Mix Refuge Products (RIB)

If you have any questions regarding this submission, please do not hesitate to contact Dr. Russell
P. Schneider at 202-383-2866 or myself at 314-694-6514.

Sincerely,

J. Austin Burns, Ph.D.

Regulatory Affairs Manager, Monsanto Company

cc: Mr. Mike Mendelsohn, EPA BPPD
Dr. Alan Reynolds, EPA BPPD
Dr. Russell P. Schneider, Monsanto Company

Monsanto Company 07-CR-192E-E2 Page 2 of 2
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MONSANTO %

e

TRANSMITTAL DOCUMENT

SUBMITTED BY

Monsanto Company
800 N. Lindbergh Blvd.
St. Louis, MO 63167

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMUITTED

Monsanto Protocol/Refiuge Assurance Program, including Licensee Seed Conditioner’s

Qualification for Seed Mix Refuge Products (RIB)

EPA File Symbol 524-LOL

TRANSMITTAL DATE

February 14,2011

MONSANTO REFERENCE No.

07-CR-192E-E2

Monsanto Company 07-CR-192E-E2

Page1of2
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Administrative Materials for Monsanto Protocol/Refuge Assurance Program, including Licensee
Seed Conditioner’s Qualification for Seed Mix Refuge Products (RIB)

MRID Number

EPA Requested Information

Monsanto Protocol/Refuge Assurance Program, including Licensee Seed Conditioner’s
Qualification for Seed Mix Refuge Products (RIB)

MRID Number

Company Official: d W 92‘“( “ 2o (]

(:?(ustin Bums, Ph.D. Date
egulatory Affairs Manager

(314) 694-6514

Company Name: Monsanto Company

Company Contact: Russell P. Schneider, Ph.D.
Senior Director, Regulatory Affairs and Policy
(202) 383-2866

Monsanto Company 07-CR-192E-E2 Page 2 of 2
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MONSANTO

Administrative Materials for Monsanto Protocol/Refuge Assurance Program,
including Licensee Seed Conditioner’s Qualification for
Seed Mix Refuge Products (RIB)

(Genuity® SmartStax®; EPA File Symbol 524-LOL)

B,

Monsanto Company 07-CR-192E-E2 Page 1 of 5
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: United States [_| Registration 25;;:? s
Environmental Protection Agency |:] Amendment
Washingten, DC 20460 Other
) Application for Pesticide — Section |
'l: Company/Product Number 2. EPA Product Manager 3. Proposed Classification
EPA File Symbol 524-LOL Sheryl Reilly
Company/Product (Name) PM# lz] None D Restricted
MON 89034 x TC1507 *x MON 88017 x DAS-59122-7 92

& Name and Address of Applicant finclude ZIP Codg) 6. Expedited Review. In accordance with FIFRA Section 3{c}{3XB)(),

Monsanto Company my product Is similar or identica) In composition and fabeling to:

800 N. Lindbergh Blvd. EPA Reg. No.

St. Louis, MO 63167

Product Name 3

D Check I this is a new address

Section -1l

; Final printed [abels in response to
D Amendment — Explain below. Agency letter dated
D Resubmission in response to Agency letfer dated “Me Too" Application.
D Nofification — Explain below. Other - Explain below,

Explanation: Use additional page(s) if necessary. (For Secllon | and Section 11.)
Monsanto Pratocol/Refuge Assurance Program, including Licensee Seed Conditioner’s Qualification for
Seed Mix Refuge Products (RIB)

Section-1li

1. Material This Product Wil Be Packaged In:

Chlld-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
_— Vs _— D Metal
Plastic
; No No No
_.j D D D D Glass
* Cerfification must If*Yes" No. per If “Yes" No. per L—_| Paper
be submitted Unit Packaging Contalner Package wat. Container i
wgl. . D Cther
{Specify)
3. Location of Net Contents Information 4, Size(s) Retail Container 5. Localion of Label Directions

[[Jravet  [] container [] onLavel
D On Labeling accompanying product

8. Manner In Which Label is Affixed to Product [_] Lithograph (] other
[:' Paper glued

D Stencited

Section — iV
1. Contact Point {Complele ifems directly Below for idenlificalion of individual fo be conlacted, if necessary, to process fhis application. }
MName Title Telephone No. (include Area
Dr. Russell P. Schneider Sr. Director for Regulatory Affairs & | Code)
Policy (202) 383-2866
Certification 6. Date Application

{ certify thal fhe sfalements | have madea on this form and aff alfachmenls therelo are true, accurale and complete.
| acknowiedge thaf any knowingfy false or misleading slalemenf may be punishable by fine or imprisonment or
bofh under applicable law,

Received

(Stamped)

2. Signature 3. Title
e o A Regulatory Affairs Manager

4, @?’Name 5. Date
. Austin Burns Ph.D.  Tel. (314) 694-6514 February 14, 2011

g Please read inslructions on reverse before completing form, Form Approved. OMB No. 2070-0060. Approval Explres 2-2B-95
_) EPA Form 8570-1 {Rev. 3-94) Previous editions are obsolete. White - EPA File Copy (original)  Yellow - Applicant Copy

Monsanto Company 07-CR-~192E-E2 Page 2 pf5
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%E PA )NITED STATES ENVIRONMENT}-.._-}PROTECTION AGENCY
401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of infarmalion is estimated to average 1.25 hours per response for
"f[egistration and 0.25 hours per response for reregistration and special review activilies, including time for reading the instructions and compleling the
Aecessary forms, Send comments regarding burden estimate or any other aspect of this collection of Information, including suggestions for reducing the
burden to Directer, OPPE Infarmation Management Division (2137), U.S. Environmenlal Protection Agency, 401 M Street, S.W., Washington DC, 20460.
Do not send the completed form to this address.

Certification with Respect to Citation of Data

Appllcant's/Registrant's Namse, Address, and Telephone Number: (314) 694-6514 EPA Registration Number / File Symbol:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 524-LOL

Active Ingredient(s) andfor representative lest compound(s): Bactllus thuringiensis Cryl A.105, Date:
Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genctic Materials (Vectors PV-

ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary for their Production in February 14, 2011
MON 89034 = TC1507 x MON 88017 x DAS-59122-7
General Use Pattern(s) (list all those clainted for this product using 40 CFR Part 158: Product Name: MON 89034 x TC1507 x
Terrestrial field crop MON 88017 x DAS-59122-7

NOTE: If your product Is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do net
need to submit this form. You must submit the Formulator's Exemption Statement {ERPA Form 8570-27).

D { am responding to a Data-Cali-in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix farm
should be used for this purpose).

Sectionl: METHOD OF DATA SUPPORT (Check one method only)

I am using the cite-all method of support, and have included with | am using the selective methad of support (or cite-all option under
D this forrn a list of companles sent offers of compensation (the [Z' the selective method}, and have Included with this form a
Data Matrix Form should be used for this purpose). compteted list of data requirements (the Data Matrx form must be
used).

Section ll: GENERAL OFFER TO PAY

{Required If using the cite-all methed or when using the clte-all option under the selective method to satisfy one or mare data requirements)
5 | hereby offer and agree to pay compensatlon, to other persons, with regard to the appraval of this application, to the extent required by FIFRA.
I

]

i Section Ill: CERTIFICATION

| certify that thls application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or clted in
the application for registration, the form for registration, or the Data-Call-In rasponse. In addition, if the cite-all option or clte-all option under the selective
methad Is indicated in Section t, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or
an ldentical or substangally similar product, one or mare of the ingredients in thls product;, and (2) is a type of data that would be required to be submitted
under the dafa requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or
slmifar composition and uses.

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have oblalned
the wrilten permission of the original data submltter to cite that study.

| certify that for each study cited in support of this registration or rereglstration that is not an exclusive use study, either; (a) | am the original data
submitter; (b} | have obtained the permission of the original data submitter to use the study In support of this application; (c) all periods of eliglbitity for
compensation have expired for the study; (d) the study is in the public Fterature; {e) | have nofified in wrlting the company that submitted the study and
have offered () to pay compensation fo the extent required by sections 3(c)(t)(F) and/or 3{c}(2)(B) of FIFRA; and (i) to commence negotiations to
determine the amount and terms of compensafion, if any, to be pald for the use of the study.

| cerflfy that in all instances where an offer of compensatlen is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3(c)(1)(F) andfor 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to produce
such evidence to the Agency upon request, | understand that the Agency may Initiate action to deny, cancel or suspend the registration of my product in
confarmity with FIFRA,

| certify that the statements | have made on this form and all attachments to lt are true, accurate, and compiete. | acknowledge that any
Knowingly false of misleadIng statement may be punishable by fine or imprisonment of both under the applicabie taw.

Slgnature Date Typed or Printed Name and Title
ML,/ ,Z._./ ~ ST / J. Austin Bums
|l Regulatory Affairs Manager
B

Monsanto Company 07-CR-192E-E2 Page 3 of S
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Form Approved OMB No. 2070-0060

wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated lo average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special revisw activities, including time for reading the Instructions and completing the necessary forms. Send commaents regarding the burden estimate or any
olber aspect of this colleclion of information, including suggeslions for reducing lhe burden to: Director, OPPE Information Management Qivision (2137), U.S. Environmental Protection Agency,
401 M Street, SW., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Date: February 14, 2011 EPA Reg. No./File Symbol: 524-LOL | Page t of t
Applicant's/Registranl’s Name & Address: Produck MON 89034 x TC1507 x MON 88017
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 x DAS-59122-7

ingredients; Bacillis thuringiensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Malerials (Vectors PV-ZMI1R245, PHP859%, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 838017 x DAS-59122-7 (OECD Unique ldentificr: MON-8934-3 « DAS-@15@7-1 x MON-88@17-3 x
DAS-59122-7)

Guideline Reference Number Guidgline Sludy Name MRIC Number Submiller Status Note
Administrative Materials for Monsanto
Protocol/Refuge Assurance Program,
including Licensee Seed Conditioner’s
Qualification for Seed Mix Refuge Products
(RIB) : This
Monsanto Company OWN Application
Monsanto Protocol/Refuge Assurance Additional
Program, including Licensee Seed Supporting
Conditioner’s Qualification for Seed Mix VemEiciaring
Refuge Products (RIB) Fnformalion
Monsanto Company OWN
Signature _ Naime and Title Date
L J. Austin Burns, Ph.D. February 14,2011
iR Regulatory Affairs Manager
" EPA Form 8570-35 (9-97) Eleclronic and Paper versions avaifable. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 07-CR-192E-E2 Page 4 of 5
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wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and $.25 hours per
respanse for reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmen!al Protection Agency,

401 M Street, S.W,, Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: FFebruary 14, 2011

EPA Reg. No./File Symbol: 524-LOL | Page 1of 1

Applicant's/Registrant’s Name & Address;
Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167

x DAS-59122-7

Product: MON 89034 x TC1507 x MON 88017

ingredients: Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP3999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 x MON 83017 x DAS-59122-7 (OECD Unique Identifier: MON-89@34-3 x DAS-@15(7-1 x MON-88317-3 x

DAS-59122-73
Guideiine Reference Number Gujdeline Study Name l MRID Number Submitter Status Note
This
Monsanto Company OWN Application
Additional
Supporting
Manufacfuring
Information
Monsanto Company OWN
Signature Name and Title Date
A J. Austin Burns, Ph.D. February 14,2011
7o Regulatory Affairs Manager

ERATorm B570-35 {9-07) Electronlc and Paper versions avaliable, Submit only Paper version,

Monsanto Company 07-CR-192E-E2

Pubiic File Copy
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)
PRIA 2 — 21 Day Content Screen Review Worksheet

(EPA/QPP Use Only)
3/23/09
21 Day Screen Start Date: /0? ~ AR~ oF
Experts In-Processing Signature: PR Date /2 - <¥-09 FeePaid: Yes_v~
Division management contacted on issues No Yes Date

EPA Reg. Number: 5029/_, L D /_ EPA Receipt Date: / 2'_ 22-09%

Ttems for Review | Yes { No | N/A

1 Application Form (EPA Form 8570-1)(link to form) signed & complete
including package type 5\/\
Confidential Statement of Formula all boxes completed, form signed, and ><

5 dated (EPA Form 8570-4) (Link to form)

a) All inerts (link to http://www.epa.gov/opprd001/inerts/), yes no {
including fragrances, approved for the proposed uses (see '
FOOtIlOte A) C Sc_ [ it Ol e @ !\“;‘5 'X )

3 Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to
form) completed and signed (N/A if 100% repack) ><
Certificate and data matrix consistent }/

If applicant is relying on data that are compensable, is the offer yes no
to pay statement included, (see Footnote B)

If applicable, is there a letter of Authorization for exclusive use only.
Formulator’s Exemption Statement (EPA Form 857(-27) (Link to form)

4 | completed and signed (N/A if source is unregistered or applicant owns the ><
technical) il
Data Matrix (EPA Form 8570-35) (Link to form) both internal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% ><
repack)

5 ves | no
a) Selective Method (Fee category experts use) L

b} Cite-All (Fee category experts use}
¢} Applicant owns all data (Fee category experts use)
5 Copies of Label (link to http://www.epa.gov/oppfeadi/iabeling/lrm/)

6 | (Electronic labels on CD are encouraged and guidance is available)(link to [ !
http:/fwww.epa.gov/pesticides/regulating/registering/submissions/index. htm#jabels
)

415



)
Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to
http://www.epa.gov/pesticides/regulating/tolerance petitions.htm) included

with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
hitp://www.epa.gov/opprd001/workplan/reducedrisk.html)

¥

10

Required Data (link to
hitp:/www.epa.gov/pesticides/regulating/data_requirements.htm) and/or

data waivers. See Footnote C.

a) List study (or studies) not included with application
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* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms, data and
documnentation resolving the inert issue must have been received by the Agency or the

application withdrawn within the 21 day period, otherwise, the Agency will reject the

application as described below,

To successfully complete this aspect of the 21 day imtial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web

3
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Y ;
site [link to http:/www.epa.gov/opprd001/inerts/lists.html] ana 1f the inert is not

approved, to obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranch(@epa.gov and resolve the issue. Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch {Link to

http://www.epa.gov/oppbppd 1 /biopesticides/contacts bppd.htm].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information {link to hitp://www.epa.gov/opprd001 /inerts/tins.pdf} must also be included
to enable the A gency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EBPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may

request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4
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3. Withdraw q}e application (the Agency retains 25% v. the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

I. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. Ifthis option is selected and implemented, the
Agency will discuss harmonizing the tirneframe for both actions.

=
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)
3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
A531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications fo avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers

prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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Al e ) REQUEST FORM
' R# 07347
REQUESTORNAME: N pepn s i Sp.. cls. Requestdate:  [2/2.9/¢ T
. ) =
Tel: 305~ 5335 ORG.:Z1R"M2 | CUBE: MAILCODE:. 7$c2 §
LS '
ATTACHED: R Mg,
YES If CSF is attached complete Item A znd the chemical name in item C. ho Sheclit ‘f'“’(—
i If CSF is not attached complete Item A through C.
A INFORMATION REQUIRED:
& Check Applicable Category
{] Provide PCC 2nd Tolerance Exemption Status For Food-Use Inert ingredient (s).
[ Provide PCC for Non-Food Use inert Ingredient (s).
Provide PCC for Active Ingredient (s).
i Provide PCC for Dye.
[1 Determine if Fragrance is Acceptable for Use In Formulation,
{1 Other (Describe): - 7 ){
- - L g 1 5“& K f'ae 4 -
B. PESTICIDE PRODUCT INFORMATION: o) Do % TE | Ef}-s" 5G122-7
EPA Reg. NofFile Symbol: &5 5 ¢ | o) Product Name: P
Registrant:  en Sizpbo Food-Use Pesticide: [zﬁs [}INe -
Percent in Formulation (For Fragrance /Dyes ) fmiz
SF O St o < 5 *"{“ W ) uwfw wpTE
lp0 &F ehes comporania
c. mcnnnmmmofzzu%rmlﬂ Lo el & ~ / bop 7 m-e— biro e el ri::{l(eru.ﬂy
Ingredient No.1 ~ S be Cie Y A in &u‘p ‘ﬂuﬁaﬂg PM’ # INFORMATION REPORTED:
Chem. Name: {z)_,_(rﬂl “ﬂ-.?_*'}'\ut*l.cj._eaﬂ'ﬂ Cril lp ,nn,.dl; C: ~ 90_% gf
Trade Name: TOL. STATUS:
CAS Reg, No.: OTHER INF.:
Ingredient No.2: .
Chem. Name: Basllus Phue agisadis (ci«?mﬁél PCC: OOé’C{qb
Trade Name: TOL. STATUS:
CAS Reg, No.: OTHER INF =
Ingredient No.3
Chem. Name: (3 s ot wenns Coy3sS 2p4, PCC: Q069D
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Ingredient No.4:
Chem. Name: PCC:
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) __]
S g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

o "C% WASHINGTON, D.C. 20460
o,
%
’b‘ﬂ pao"ﬁé
December 28, 2009
QFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-425260

EPA File Symbol or Registration Number: 524-LOL

Product Name: MON 89034 X TC1507 X MON 88017 X DAS-59122-7
EPA Receipt Date: 22-Dec-2009

EPA Company Number: 524

Company Name: MONSANTO COMPANY

RUSSELL P. SCHNEIDER
MONSANTO COMPANY
MONSANTO COMPANY

1300 ISTREET, NW, SUITE 450 EAST
WASHINGTON, DC 20005-

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your application and certification of
payment. If you submitted data with this application, the results of the PRN-86-5 screen will be
communicated separately. During the administrative screen, the Office of Pesticide Programs

has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: B881
NEW PRODUCT;SAP REVIEW REQUIRED;,
No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-8260.

" Sincerely,

?MM

Front End Processing Staff
Information Technology & Resources Management Division
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Fee for Service| (8644595~

This package includes the following for Division
® New Registration °AD
®
© Amendment BPPD
ORD
Studies? UFee Waiver?
. Risk Mgr. 92
Uvolpay % Reduction:
Receipt No. S-| 864459
EPA File Symbol/Reg. No. 524-LOL
Pin-Punch Date: 12/22/2009

1 This item is NOT subject to FFS action.

“Action Code:
Requested: | 389

Granted: | 2309 |
Amount Due: $_82 8%

7 Inert Cleared for Intended Use U

Reviewer: A[an &YV\O[CQB

| Parent/Child Decisions:

Uncleared Inert in Product

Date: !2/23/007

Remarks:
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Please read instruclions on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval Expires 2.28-95
A : OPP fifentiff
o United States Ragistratlon | cie,
WE PA Environmential Protection Agency D Amendment
Washington, DC 20460
. D Other
Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
File Symbol 52428 £. 2 L. Shery] Reilly
Company/Product (Name) PM# None D Restricted
MON 89034 x TCI507 x MON 88017 x DAS-59122-7 092
5. Name and Address of Applicant (liclude ZIP Code} 6. Expedited Review. Inaccordance with FIFRA Seclion 3(e)(3XB)i), my
Monsanto Company product is similar or Idenbical in composilion and labeling to;
800 North Lindbergh Blvd. EPA Reg. No.
St. Louis, MO 63167
Product Name
D Check jf this Is a new address
Section -1}
. Final printed labels in response to
D Amendment ~ Explain below. Agency lelter dated

I:' Resubmigsion in response to Agency letter dated “Me Too" Application.

I:' Nofification — Explain below, Clher — Explain below.

Exptanation: Use additional page(s) if necessary. {For Seclion ! and Section IL.}

Application to Register the Plant-Incorporated Protectant, Baciflus Hringiensis Cry1A.105, Cry2ab2, CrylF, Cry3Bbil, Cry34Abt and Cry35Ab]
Proteins and the Genelic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662} Necessary for their Production in MON 89034 %
TC1507 x MON 83017 * DAS-59122-7, with an interspersed in-field refuge configuration using a seed mixture.

. Section -1l
1. Material This Product Will Be Packaged [n:
Chlld-Resistant Packaging Unit Packaging Waler Soluble Packaging 2. Type of Container
Yes' Yes Yes 0 bltal
Plastic
Ne Ne Ne
[] [Ine [] | T o
* Certification must If “Yes" No. per FYes" No. per [ Paper
he submitted Unlt Packaglng wgt.  Container Package wat. Contalner
I:I COther
{Speclfy)
3. Location of Net Conlenis Information 4. Size(s) Retall Container 5. Locatlon of Labe! Directions
D Label I:I Container : D KimLagel
Various [] on Labeling accompanying product
6. Manner in Which Label Is Affixed to Product D Lithograph D Other
Paper glued
D Stenciled
Section — IV
1, Conilact Point {Complele ilems directly below for identificalion of indiviidual o be conlatled, if necessary, to process this application.)
Name Title Telephone No. (lnciude Area
Russell P. Schneider, Ph.D. Senior Director, Cods)
. . A A
Regulatory Affairs and Policy (202) 38322866
Certification ? | 62 Date Appllcation
! ceriify thal the slalements | have made on this form and aff attachments therelo are frue, accurale and complalo. o o g . p;
! acknowledge thal any knowingly fatse or misleading stalement may be punishable by fine or imprizsonment or ey 4 SLone
both under applicable taw. 3 P .
- : | (Stamped)
2. Signalure ) 3. Title 3 o ¥ 3 Jaa
/ W Regulatory Affairs Manager . N
4. Typea@an?e 5. Date ' L; " i : '
: J. Austin Burns, Ph.D, Tel. (314) 694-6514 December 17, 2009 -
H ¥
EPA Form 8570-1 {Rev. 3-94) Prevlous editions are obsotete. White - EPA File Copy {original) Yellow Applicant Copy : s
Monsanto Company 07-CR-192E-2 Page 6 of 175 ldend




MONSANTO
imagine

December 18, 2009 MonSaNTC COMPANY
8oo NopTH LINDBERGH BLVC
57 Louis, Missourr 63137

Document Processing Desk A

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attn:  Dr. Sheryl Reilly, Team Leader 92

Subject: Application to Register the Plant-Incorporated Protectant, Bacillus thuringiensis
CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl and Cry35Abl Proteins and the
Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662)
Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7,
with an interspersed in-field refuge configuration using a seed mixture, EPA Reg. No.
524-XXX.

Dear Dr. Reilly:

Please find the enclosed application for the registration of the combined plant-incorporated
protectants, Bacillus thuringiensis (Bt) CrylA.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Abl, and Cry35Abl proteins and the genetic material necessary for their production
in field corn (PV-ZMIR245, PHP8999, PV-ZMIR39, PHPI7662) produced in MON 89034
x TC1507 x MON 88017 x DAS-59122-7 (SmartStax ) allowing an interspersed in-field
refuge option that is enabled by a seed-mixture containing PIP and non-PIP seed. This
refuge option is distinct from those allowed under the SmartStax EPA registration No’s:
524-581 (Monsanto) and 68467-7 (Dow AgroSciences).

Monsanto Company and Dow AgroSciences (Dow) have used conventional breeding
techniques to develop the combined trait corn product MON 89034 x TCI507 x
MON 88017 x DAS-59122-7 (SmartStax). This combined trait corn product is comprised

------

product has a separate Section 3 reglstratlon with the EPA. Permanent tolerance

exemptions are in place for each of the six PIP and two inert marker proteins present in the

combined trait product, SmartStax. EPA completed the safety and envircnmantal
assessment by of SmartStax leading to the Section 3 registrations, 524-581 and 68467+ 7 in
July, 2009. Because SmartStax is currently registered to allow various diszrete 5%
structured refuge options, additional product descriptors for seed corn specific for the
interspersed refuge option would be used to ensure there is no confusion between the two

™ SmartStax is a trademark of Monsanto Technology LLC.

Monsanto Company 07-CR-192E-2 Page 1 Ofi S 9



SmartStax product offerings. These additional descriptors would be added prominently to
seed corn units and associated labels and literature. Monsanto is committed to ensuring
this product clarity, and will present plans for these descriptors to EPA at a later time as
they are developed.

Currently, the majority of U.S. corn production utilizing PIP-containing corn requires a
20% non-insect protected (referred to as non-PIP or non-Bt) discrete structured refuge for
insect-protected Bt corn. The majority of these products produce a single Bt toxin mode of
action (insect control). The strategy to use two or more effective doses with differing
modes of action (so-called pyramiding) as an effective way to combat resistance
development is supported by academics and regulators as the most effective strategy to
foster the durability of insect-protected biotech crops. SmartStax produces three Bacillus
thuringiensis (Bt) protein toxins each with independent modes of action against
lepidopteran corn pests, and two Bt protein toxins with independent modes of insect
contro] against corn rootworms. Each insecticidal mode of action provides an effective
dose against these pests. Thus, SmartStax represented a step-change in insect control and
insect resistance management (IRM) for corn pests, providing multiple effective modes of
action for the control of both above-ground lepidopteran pests and the below-ground corn
rootworm (CRW) complex, enabling a significant reduction in the required refuge area
(5% in the U.S. Corn Belt compared with single toxin products (20%).

The IRM conditions of registration for SmartStax under registrations 524-581 and 68467-7
require growers in the U.S. Corn Belt (non-cotton growing areas) to plant 5% of their corn
acres with a non-Bt common insect refuge for every 95% of their acres of SmartStax. The
non-Bt ‘common’ refuge supporis the production of non-resistant adult insects for both the
lepidopteran and corn rootworm pests to mate with the respective surviving insects
emerging from SmartStax plants, and thus serves as a refuge for both lepidopteran and
corn rootworm pests. This non-Bt refuge corn can be placed as a discrete area, either as in-
field strips, perimeter rows, adjacent block, or as a separate block within 1/2 mile from the
SmartStax field. The specific refuge requirements are defined according to the prevailing
pests in a given region, and whether plantings occur in major cotton growing regions.

Extensive laboratory and field studies, and conservative mathematical modeling, showed
that even with the 5% structured refuge, the rate of resistance evolution should be at least
three times slower for SmartStax than existing single toxin products utilized with a 20%
refuge. Given the significant improvements in insect control efficacy and spectrum,
reduction in refuge, overall improvements in yields and potential for elimination nf seil-
applied pesticides, SmartStax corn has the potential to produce sizable pecuniary ard non-
pecuniary benefits for farmers and the environment. The multiple effective dose strategy is
a central component of the durable IRM refuge strategy for SmartStax, using a 5% refuge
in any field configuration.

Although the SmartStax registration provided data and modeling information to support
deployment of various 5% discrete structured refuge option in the Corn Belt, Monsanto
and Dow have investigated alternative refuge designs over many years. This includes an
interspersed refuge approach (commonly referred to as a *seed mix’, or ‘refuge in a bag’),

Monsanto Company 07-CR-192E-2 Page 2 of 6
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in which a fixed amount of non-Bt seed would be included within each bag of SmartStax
seed corn to create a interspersed distribution of non-Bt refuge plants among the SmartStax
corn plants across a field. Seed mixes of Bt and non-Bt seed have been recognized as a
possible insect resistance management (IRM) strategy for Bt crops for almost two decades
because of the value of having an IRM strategy implemented by the technology provider
rather than growers. This removes the issue of grower compliance with the IRM strategy
and ensures that a refuge will be present within every Bt crop field. Benefits of an
interspersed refuge via seed mixes from an IRM perspective include:

» (Consistent percentage of non-Bt plants in every Bt field

» An interspersed in-field distribution of non-Bt plants will be particularly
beneficial for very large fields

Reduced probability of mating between Bt-resistant adults

Appropriate choice of refuge hybrid ensured

Identical management of Bt and refuge plants

No additional insecticide use on refuge plants

Higher adoption of pyramided varieties, increasing the durability of all
Bt traits

e 8 & & »

A major hindrance to enabling the development and deployment of an interspersed refuge
structure in the past has been the minimum 20% refuge size necessary to ensure durability
(time to resistance development) of single dose products. In-field refuges above 5%
caused unacceptable total field yield losses in an interspersed in-field refuge structure.
With the development of SmartStax corn containing two- and three- effective insecticide
modes of action against targeted pests, the substantial increase in durability supported a
reduction in the refuge from 20% to 5%. The durability of SmartStax with a 5% refuge for
both above-ground and below-ground pests also strongly supports a 5% interspersed in-
field refuge structure, as delivered by planting a seed mix refuge. '

The central need for an interspersed refuge — as with any refuge strategy, is that it supports
sufficient populations of susceptible target insects while enabling mixing of these insects
with any resistant insects surviving in Bt com fields. Compared with a block refuge, the
novel characteristic of a seed mix is the interspersed nature of Bt and non-Bt plants within
in a field. This spatial distribution will enhance the mixing of adult insects coming from
Bt and non-Bt plants, ensuring that any resistant insects surviving on Bt plants will
encounter susceptible insects coming from non-Bt plants, which will be beneficial for
IRM. However, this spatial distribution of plants in a field also could incresse the
likelihood that larval insects may move between Bt and non-Bt plants because all uon-Bt
plants will have neighboring Bt plants. Thus, it is important to quantify the impacts: 6f this
larval movement on the refuge function within an interspersed refuge from a seed mix.

Specifically, two criteria need to be met to confirm that a 5% seed mix refuge is as
effective as current refuge options for SmartStax. First, the seed mix should not lead to a
biologically significant increase in sub-lethal exposure of larvae to the Bt toxins that ceuld
increase selection for Bt resistance, This could occur either through early instar larvac of
the target pests moving from Bt plants to non-Bt plants afier sub-lethal exposure, or oy

Monsanto Company 07-CR-192E-2 Page 3 of 6
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larvae moving from non-Bt to Bt plants as larger, more Bt-tolerant instars. Assessment of
this issue requires examining the susceptibility of larvae of different ages to the proteins in
SmartStax. Based on extensive data, the expectation is that the enhanced toxicity
conferred by the multiple effective modes of action of SmartStax will make it unlikely that
larvae will be able to move and survive in this way, particularly for the highly susceptible
lepidopteran target pests. Second, the non-Bt plants in the interspersed field seed mix must
support sufficient susceptible pest insects to be an adequate refuge. This can be assessed
through direct surveys of pest population density on the non-Bt plants, together with
appropriate mathematical modeling.

To this aim, this registration application provides data collected over the past three years
assessing the efficacy and value of an interspersed 5% in-field refuge option, via a seed
mix containing 5% non-Bt refuge seed + 95% SmartStax seed, as an additional refuge
strategy for SmartStax corn in the U.S. Corn Belt. Details of these data and analyses are
presented in Volume 2 of this submission. The supporting data and information included
in this request include (1) data on larval movement and survival in a 5% interspersed in-
field refuge for the key lepidopteran (European corn borer (ECB) and southwestern corn
borer (SWCB)) and coleopteran target pests (primarily western corn rootworm (WCR) and
secondarily northern corn rootworm (NCR)); (2) mathematical modeling to demonstrate
the acceptable risk of a interspersed 5% in-field refuge strategy compared to existing
refuge strategies; (3) data on the efficacy of a 5% interspersed refuge against the target
pests, and the impact of the non-Bt plants in the interspersed refuge on overall yield; (4)
criteria are described for ensuring and verifying a consistent seed mix percentage during
the manufacturing process; and additionally, (5) information outlining the benefits for
growers, the public, and environment that would result from the addition of an interspersed
refuge option for SmartStax (Volume 3 of this submission).

Presented in Volume 2, laboratory and field data indicate that a 5% seed mix will provide
an effective refuge for SmartStax for ECB, SWCB, and the CRW species. For all of these
pests, the non-Bt plants in a 5% seed mix consistently supported large populations of
susceptible insects, while the SmartStax plants had few or no survivors. Highly
conservative mathematical modeling shows that an interspersed refuge strategy will
provide comparable or greater durability than 5% structured refuge in the Corn Belt,
depending upon compliance with the structured refuge, and greater durability than single
Bt products with a 20% refuge. Furthermore, this approach will provide yields comparable
to current structured refuge systems but with greater convenience and reduced insecticide
use on the refuge, thereby bringing additional benefits beyond those of SmartStax with 5%
discretely structured refuge.

Presented in Volume 3, the benefits to growers, the environment, and to society at lacge
will be realized by the addition of an interspersed 5% in-field refuge option for SmartStax.
Under all 5% refuge options (the strip or block refuge strategy supported in SmartStax
registrations 524-581 and 68467-7, and the interspersed 5% in-field refuge proposed with
this application), SmartStax represents significant value to U.S. farmers. There are unigue
benefits to a SmartStax 5% interspersed refuge above those provided by discrete strip or
block refuges. These include substantial non-pecuniary grower benefits, environmantal

Monsanto Company 07-CR-192E-2 Page 4 of 6
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benefits, and improved compliance with IRM requirements. Enabling growers to broadly
plant SmartStax corn with an interspersed in-field refuge will support:

¢ Reduction or potential elimination of application of soil-applied insecticides

» Reduce potential for corn rootworm insecticides in ground or surface water

o Reduce farm worker exposure to organophosphate insecticides, accidental
insecticide spills, and insecticide carryover effects

» Increase simplicity, flexibility, and time savings associated with planting the refuge

» Guarantee grower compliance with IRM requirements

» Provide incentive to growers to switch to pyramided Bt technology, improving
durability of Bt corn technology

This request for a registration of MON 89034 x TC1507 x MON 88017 x DAS-59122-7
(SmartStax) will allow an in-field refuge structure in which the non-Bt refuge plants are
interspersed within the SmartStax field. This type of interspersed in-field refuge is a
‘structured refuge’, as defined by EPA (Biopesticides Registration Action Document for Bt
Plant-Incorporated Protectants, October 15, 2001), and would be implemented by growers
planting a defined seed mixture comprised of PIP (SmartStax) seed with a fixed amount of
non-Bt (refuge) seed. In addition, this interspersed refuge would only be implemented via
planting a seed-mixture manufactured by the technology provider (registrants) and
appropriately licensed seed producer affiliates.  This non-Bt refuge would be
complementary to, but distinct from, the refuge structures currently allowed under
SmartStax registrations 524-581 and 68467-7 (in-field strips, rows, or blocks).

Monsanto and Dow are hereby requesting a registration for the plant-incorporated
protectant, Bacillus thuringiensis CrylA.105, Cry2Ab2, Cry1F, Cry3Bbl, Cry34Abl and
Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-
ZMIR39, and PHP17662) necessary for their production in MON 89034 x TCI1507 x
MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration. The
interspersed refuge would be implemented via a seed mixture in bags of seed corn
consisting of 5% non-Bt com along with 95% SmartStax corn. Seed mixtures to be
planted under this option would only be prepared by seed producers licensed by the
registrants to ensure consistency and provide adequate refuge in the field.

The documents accompanying this request are listed in the table below. The table
includes the classification categories “A”, “B”, and “C” for each document, as defined by
the Agency:

= Category “A”: Materials that can be released to anyone, regardless of affiliation to
a foreign or multi-national pesticide producer.

= Category “B”: Information can be released only to individuals that attest they are
not employees or agents of a foreign or multi-national pesticide producer, as per
FIFRA Section 10(g).
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»  (Category “C”: Confidential Business Information that is protected from any
disclosure indefinitely by provisions put forth by the EPA, as per FIFRA Section
10.

A CD-ROM containing the fully releasable ("A") documents in .pdf format is also
provided.

It is Monsante’s understanding from communications with the EPA BPPD, that the

following fee category and amount is appropriate based on the PRIA II Fee Table,
effective October 1, 2008.

» Fee category: B8S1. New Product; SAP review required
» Fee category amount: $32 688

Documenis accompanying this application for registration

Hard pdf file for

Volume | Category | Document copy E-docket

N/A A Cover letter v N

N/A A Transmittal document N B
Volume 1: Administrative volume

: A (redacted copy) | v v

1 B Volume 1: Administrative volume v

Volume 2: Five Percent Seed Mix
Refuge as an Insect Resistance
2 .| B Management Option for Y
MON 89034 x TC1507 x
MON 88017 x DAS-59122-7

Volume 3: The Benefits of a 5% N
Interspersed In-field Refuge Option for
SmartStax™ Com

Should you require any additional information regarding this application please feel free to
contact Dr. Russell Schneider at 202-383-2866, or myself at 314-694-6514.

Sincerely,
. -

. Austin Burns, Ph.D.
Regulatory Affairs Manager
Monsanto Company

cc: Mike Mendelson, EPA/OPP/BPPD
Russell Schneider, Ph.D., Monsanto
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TRANSMITTAL DOCUMENT ;
SUBMITTED BY LB ey
Monsanto Company v -

800 N. Lindbergh Blvd. s
St. Louis, MO 63167 DL,

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for the Application to Register the Plant-Incorporated
Protectant, Bacillus thuringiensis Cryl A.105, Cry2Ab2, CryIF, Cry3Bbl, Cry34Abl,
and Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-

ZMIR39, and PHP17662) Necessary for their Production in ;
MON 89034 x TC1507 x MON 88017 x DAS-59122-7,
With an Interspersed In-Field Refuge Configuration Using a Seed Mixture

EPA Registration Number: 524-XXX

TRANSMITTAL DATE

December 18, 2009

MONSANTO REFERENCE No.

07-CR-192E-2
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Volume 1. Administrative Materials for the Application to Register the Plant-
Incorporated Protectant, Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF,
Cry3Bbl, Cry34Abl, and Cry35ADb1 Proteins and the Genetic Materials
(Vectors PV-ZMIR2435, PHP8999, PV-ZMIR39, and PHP17662) Necessary
for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-
7, With an Interspersed In-Field Refuge Configuration Using a Seed Mixture

MRID Number

Registration Summary and Data

Volume 2. Five Percent Seed Mix Refuge as an Insect Resistance Management Option
for .

T3 ¥R

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 >

T 3

MRID Number o 5 g .

1 ¥

L I ]
¥

¥

Characterization of Benefits —

Muw pa
M

T ¥ ory

Volume 3. The Benefits of a 5% Interspersed In-field Refuge Option for SmartStax¥¥
Corn ‘ *e

* 3 A
y oy +
¥

4 LR J

MRID Number

Company Official: / W JZ’@«/J@) _&O ) 9607
TAustin Burns, Ph.D. Date
Regulatory Affairs Manager
(314) 694-6514

Company Name:  Monsanto Company

Company Contact: Russell P, Schneider, Ph.D.
Sentor Director, Regulatory Affairs and Policy
(202) 383-2866
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St. Louis, MO 63167 Y s

REGULATORY ACTION IN SUPPORT OF WHICH
THIS DOCUMENT IS SUBMITTED

Administrative Materials for the Application to Register the Plant-Incorporated
Protectant, Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl,
and Cry35Ab! Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-
ZMIR39, and PHP17662) Necessary for their Production in
MON 89034 x TC1507 x MON 88017 x DAS-59122-7,

With an Interspersed In-Field Refuge Configuration Using a Seed Mixture

EPA Registration Number: 524-XXX

TRANSMITTAL DATE

December 18, 2009

MONSANTO REFERENCE No.

07-CR-192E-2
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LIST OF SUBMITTED DOCUMENTS

Administrative Materials

Volume 1. Administrative Materials for the Application to Register the Plant-
Incorporated Protectant, Bacillus thuringiensis Cry1A.105, Cry2Ab2, CrylF,
Cry3Bbl, Cry34Abl, and Cry35Ab1 Proteins and the Genetic Materials
(Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662) Necessary
for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-
7, With an Interspersed In-Field Refuge Configuration Using a Seed Mixture

MRID Number

Registration Summary and Data

Volume 2, Five Percent Seed Mix Refuge as an Insect Resistance Management Option
for
MON 89034 x TC1507 x MON 88017 x DAS-59122-7

MRID Number

Characterization of Benefits

Volume 3. The Benefits of a 5% Interépersed In-field Refu;ge Option for SmartStax™

Corn :
MRID Number
Company Official: /-N/ mﬂ-———-""‘ Leconlee (£, 707
§Kustin Burns, Ph.D. Date
Regulatory Affairs Manager

(314) 694-6514
Company Name:  Monsanto Company
Company Contact: Russell P. Schneider, Ph.D.

Senior Director, Regulatory Affairs and Policy _ o
(202) 383-2866 e (AR

,,,,,
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MONSANTO
imagine
December 18, 2009 tAotsanTe CoMPANY
Boo NortH Lindaergd BLvo
Document Processing Desk :t’m;’;":m":‘:{::’:ni:zm
Office of Pesticide Programs (7504P) > s
U.S. Environmental Protection Agency P g
Room 8-4900, One Potomac Yard v 0 B
2777 South Crystal Drive . S
Arlington, VA 22202-4501 Ui ¥ Tan
Attn:  Dr. Sheryl Reilly, Team Leader 92 2L,

Subject: Application to Register the Plant-Incorporated Protectant, Bacillus thuringiensis
CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl and Cry35Abl Proteins and the
Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP17662)
Necessary for their Production in MON 89034 x TC1507 x MON 88017 x DAS-59122-7,
with an interspersed in-field refuge configuration using a seed mixture, EPA Reg. No.
524-XXX.

Dear Dr. Reilly:

Please find the enclosed application for the registration of the combined plant-incorporated
protectants, Bacillus thuringiensis (Bt) CrylA.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Abl, and Cry35Ab] proteins-and the genetic material necessary for their production
in field corn (PV-ZMIR245, PHP8999, PV-ZMIR39, PHP17662) produced in MON 89034
x TC1507 x MON 88017 x DAS-59122-7 (SmartStax ) allowing an interspersed in-field
refuge option that is enabled by a seed-mixture containing PIP and non-PIP seed. This
refuge option is distinct from those allowed under the SmartStax EPA registration No’s:
524-581 (Monsanto) and 68467-7 (Dow AgroSciences).

Monsanto Company and Dow AgroSciences (Dow) have used conventional breeding
techniques to develop the combined trait cormn product MON 89034 x TCI1507 x
MON 88017 x DAS-59122-7 (SmartStax). This combined trait com product is comprised
of six PIPs encoded by four independent events that have each undergone safety
assessments by EPA. Each of these four events, as well as the SmartStax combined trait
product has a separate Section 3 registration with the EPA. Permanent tolerance
exemptions are in place for each of the six PIP and two inert marker proteins present in the
combined trait product, SmartStax. EPA completed the safety and environmental
assessment by of SmartStax leading to the Section 3 registrations, 524-581 and 68467-7, in
July, 2009. Because SmartStax is currently registered to allow various discrete 5%
structured refuge options, additional product descriptors for seed corn specific for the
interspersed refuge option would be used to ensure there is no confusion between the two

™

SmartStax is a irademark of Monsanto Technology LLC.
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SmartStax product offerings. These additional descriptors would be added prominently to
seed corn units and associated labels and literature. Monsanto is committed {6 ensuring
this product clarity, and will present plans for these descriptors to EPA at a later time as
they are developed.

Currently, the majority of U.S. corn production utilizing PIP-containing corn requires a
20% non-insect protected (referred to as non-PIP or non-Bt) discrete structured refuge for
insect-protected Bt corn. The majority of these products produce a single Bt toxin mode of
action (insect control). The strategy to use two or more effective doses with differing
modes of action (so-called pyramiding) as an effective way to combat resistance
development is supported by academics and regulators as the most effective strategy to
foster the durability of insect-protected biotech crops. SmartStax produces three Bacillus
thuringiensis (Bt) protein toxins each with independent modes of action against
lepidopteran corn pests, and two Bt protein toxins with independent modes of insect
control against corn rootworms. Each insecticidal mode of action provides an effective
dose against these pests. Thus, SmartStax represented a step-change in insect control and
insect resistance management (IRM) for corn pests, providing multiple effective modes of
action for the control of both above-ground lepidopteran pests and the below-ground corn
rootworm (CRW) complex, enabling a significant reduction in the required refuge area
(5%) in the U.S. Corn Belt compared with single toxin products (20%).

The IRM conditions of registration for SmartStax under registrations 524-581 and 68467-7
require growers in the U.S. Corn Belt (non-cotton growing areas) to plant 5% of their corn
acres with a non-Bt common insect refuge for every 95% of their acres of SmartStax. The
non-Bt ‘Commeon’ refuge supports the production of non-resistant adult insects for both the
lepidopteran and comn rootworm pests to mate with the respective surviving insects
emerging from SmartStax plants, and thus serves as a refuge for both lepidopteran and
corn rootworm pests. This non-Bt refuge corn can be placed as a discrete area, either as in-
field strips, perimeter rows, adjacent block, or as a separate block within 1/2 mile from the
SmartStax field. The specific refuge requirements are defined according to the prevailing
pests in a given region, and whether plantings occur in major cotton growing regions.

Extensive laboratory and field studies, and conservative mathematical modeling, showed
that even with the 5% structured refuge, the rate of resistance evolution should be at least
three times slower for SmartStax than existing single toxin preducts utilized with a 20%
refuge. Given the significant improvements in insect control efficacy and spectrum,
reduction in refuge, overall improvements in yields and potential for elimination of soil-
applied pesticides, SmartStax corn has the potential to produce sizable pecuniary and non-
pecuniary benefits for farmers and the environment. The multiple effective dose strategy is
a central component of the durable IRM refuge strategy for SmartStax, using a 5% refuge
in any field configuration.

Although the SmartStax registration provided data and modeling information to support
deployment of various 5% discrete structured refuge option in the Corn Belt, Monsanto
and Dow have investigated alternative refuge designs over many years. This includes an
interspersed refuge approach (commonly referred to as a “seed mix’, or ‘refuge in a bag’),
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in which a fixed amount of non-Bt seed would be included within each bag of SmartStax
seed corn to create a interspersed distribution of non-Bt refuge plants among the SmartStax
corn plants across a field. Seed mixes of Bt and non-Bt seed have been recognized as a
possible insect resistance management (IRM) strategy for Bt crops for almost two decades
because of the value of having an IRM strategy implemented by the technology provider
rather than growers. This removes the issue of grower compliance with the IRM strategy
and ensures that a refuge will be present within every Bt crop field. Benefits of an
interspersed refuge via seed mixes from an IRM perspective include:

e (Consistent percentage of non-Bt plants in every Bt field

e An interspersed in-field distribution of non-Bt plants will be particularly
beneficial for very large fields

Reduced probability of mating between Bt-resistant adults

Appropriate choice of refuge hybrid ensured

Identical management of Bt and refuge plants

No additional insecticide use on refuge plants

Higher adoption of pyramided varieties, increasing the durability of all
Bt traits

a @ & @ e

A major hindrance to enabling the development and deployment of an interspersed refuge
structure in the past has been the minimum 20% refuge size necessary to ensure durability
(time to resistance development) of single dose products. In-field refuges above 5%
caused unacceptable total field yield losses in an interspersed in-field refuge structure.
With the development of SmartStax corn containing two- and three- effective insecticide
modes of action against targeted pests, the substantial increase in durability supported a
reduction in the refuge from 20% to 5%. The durability of SmartStax with a 5% refuge for
both above-ground and below-ground pests also strongly supports.a 5% mnterspersed in-
field refuge structure, as delivered by planting a seed mix refuge.

The central need for an interspersed refuge — as with any refuge strategy, is that it supports
sufficient populations of susceptible target insects while enabling mixing of these insects
with any resistant insects surviving in Bt corn fields. Compared with a block refuge, the
novel characteristic of a seed mix is the interspersed nature of Bt and non-Bt plants within
in a field. This spatial distribution will enhance the mixing of adult insects coming from
Bt and non-Bt plants, ensuring that any resistant insects strviving on Bt plants will
encounter susceptible insects coming from non-Bt plants, which will be beneficial for
IRM. However, this spatial distribution of plants in a field also could increase the
likelihood that larval insects may move between Bt and non-Bt plants because all non-Bt
plants will have neighboring Bt plants. Thus, it is important to quantify the impacts of this
larval movement on the refuge function within an interspersed refuge from a seed mix.

Specifically, two criteria need to be met to confirm that a 5% seed mix refuge is as
effective as current refuge options for SmartStax. First, the seed mix should not lead to a
biologically significant increase in sub-lethal exposure of larvae to the Bt toxins that could
increase selection for Bt resistance. This could occur either through early instar larvae of
the target pests moving from Bt plants to non-Bt plants after sub-lethal exposure, or by
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larvae moving from non-Bt to Bt plants as larger, more Bt-tolerant instars. Assessment of
this 1ssue requires examining the susceptibility of larvae of different ages to the proteins in
SmartStax. Based on extensive data, the expectation is that the enhanced toxicity
conferred by the multiple effective modes of action of SmartStax will make it unlikely that
larvae will be able to move and survive in this way, particularly for the highly susceptible
lepidopteran target pests. Second, the non-Bt plants in the interspersed field seed mix must
support sufficient susceptible pest insects to be an adequate refuge. This can be assessed
through direct surveys of pest population density on the non-Bt plants, together with
appropriate mathematical modeling.

To this aim, this registration application provides data collected over the past three years
assessing the efficacy and value of an interspersed 5% in-field refuge option, via a seed
mix containing 5% non-Bt refuge seed + 95% SmartStax seed, as an additional refuge
strategy for SmartStax corn in the U.S. Com Belt. Details of these data and analyses are
presented in Volume 2 of this submission. The supporting data and information included
in this request include (1) data on larval movement and survival in a 5% interspersed in-
field refuge for the key lepidopteran (European corn borer (ECB} and southwestern com
borer (SWCB)) and coleopteran target pests (primarily western comn rootworm (WCR) and
secondarily northern corn rootworm (NCR)); (2) mathematical modeling to demonstrate
the acceptable risk of a interspersed 5% in-field refuge strategy compared to existing
refuge strategies; (3) data on the efficacy of a 5% interspersed refuge against the target
pests, and the impact of the non-Bt plants in the interspersed refuge on overall yield; (4)
criteria are described for ensuring and verifying a consistent seed mix percentage during
the manufacturing process; and additionally, (5) information outlining the benefits for
growers, the public, and environment that would result from the addition of an interspersed
refuge option for SmartStax (Volume 3 of this submission).

Presented in Volume 2, laboratory and field data indicate that a 5% seed mix will provide
an effective refuge for SmartStax for ECB, SWCB, and the CRW species. For all of these
pests, the non-Bt plants in a 5% seed mix consistently supported large populations of
susceptible insects, while the SmartStax plants had few or no survivors. Highly
conservative mathematical modeling shows that an interspersed refuge strategy will
provide comparable or greater durability than 5% structured refuge in the Corn Belt,
depending upon compliance with the structured refuge, and greater durability than single
Bt products with a 20% refuge. Furthermore, this approach will provide yields comparable
to current structured refuge systems but with greater convenience and reduced insecticide
use on the refuge, thereby bringing additional benefits beyond those of SmartStax with 5%
discretely structured refuge.

Presented in Volume 3, the benefits to growers, the environment, and to society at large
will be realized by the addition of an interspersed 5% in-field refuge option for SmartStax.
Under all 5% refuge options (the strip or block refuge strategy supported in SmartStax
registrations 524-581 and 68467-7, and the interspersed 5% in-field refuge proposed with
this application), SmartStax represents significant value to U.S. farmers. There are unique
benefits to a SmartStax 5% interspersed refuge above those provided by discrete strip or
block refuges. These include substantial non-pecuniary grower benefits, environmental
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benefits, and improved compliance with IRM requirements. Enabling growers to broadly
plant SmartStax corn with an interspersed in-field refuge will support:

e Reduction or potential elimination of application of soil-applied insecticides

¢ Reduce potential for corn rootworm insecticides in ground or surface water

e Reduce farm worker exposure to organophosphate insecticides, accidental
insecticide spills, and insecticide carryover effects

e Increase simplicity, flexibility, and time savings associated with planting the refuge

e Guarantee grower compliance with JRM requirements

e Provide incentive to growers to switch to pyramided Bt technology, improving
durability of Bt corn technology

This request for a registration of MON 89034 x TC1507 x MON 88017 x DAS-59122-7
(SmartStax) will allow an in-field refuge structure in which the non-Bt refuge plants are
interspersed within the SrnartStax field. This type of interspersed in-field refuge is a
‘structured refuge’, as defined by EPA (Biopesticides Registration Action Document for Bt
Plant-Incorporated Protectants, October 15, 2001), and would be implemented by growers
planting a defined seed mixture comprised of PIP (SmartStax) seed with a fixed amount of
non-Bt (refuge) seed. In addition, this interspersed refuge would only be implemented via
planting a seed-mixture manufactured by the technology provider (registrants) and
appropriately licensed seed producer affiliates.  This non-Bt refuge would be
complementary to, but distinct from, the refuge structures currently allowed under
SmartStax registrations 524-581 and 68467-7 (in-field strips, rows, or blocks).

Monsanto and Dow are hereby requesting a registration for the plant-incorporated
protectant, Bacillus thuringiensis CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl and
Cry35Abl Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-
ZMIR39, and PHP17662) necessary for their production in MON 89034 x TC1507 x
MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration. The
interspersed refuge would be implemented via a seed mixture in bags of seed comn
consisting of 5% non-Bt com along with 95% SmartStax corn. Seed rnixtures to be
planted under this option would only be prepared by seed producers licensed by the
registrants to ensure consistency and provide adequate refuge in the field.

The documents accompanying this request are listed in the table below. The table
mcludes the classification categories “A”, “B”, and “C” for each document, as defined by
the Agency:

= Category “A” Materials that can be released to anyone, regardless of affiliation to
a foretgn or multi-national pesticide producer.

s Category “B”: Information can be released only to individuals that attest they are
not employees or agents of a foreign or multi-national pesticide producer, as per
FIFRA Section 10{g).
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v Category “C”: Confidential Business Information that is protected from any
disclosure indefinitely by provisions put forth by the EPA, as per FIFRA Section
10.

A CD-ROM containing the fully releasable ("A"} documents in .pdf format is also
provided.

It is Monsanto’s understanding from communications with the EPA BPPD, that the
following fee category and amount is appropriate based on the PRIA II Fee Table,
effective October 1, 2008.

e Fee category: B881. New Product; SAP review required
o TFee category amount: $82,688

Documents accompanying this application for registration

Hard pdf file for

Volume | Category | Document copy E-docket

N/A A Cover letter + vV

N/A A Transmittal document y B
Volume 1; Administrative volume

1 A Yy y
(redacted copy)

1 B Volume 1; Administrative volume Y

Volume 2: Five Percent Seed Mix
Refuge as an Insect Resistance
2 B Management Option for v
MON 89034 x TC1507 x
MON 88017 x DAS-59122-7

Volume 3: The Benefits of a 5% +
Interspersed In-field Refuge Option for
SmartStax™ Corn

Should you require any additional information regarding this application please feel free to
contact Dr. Russell Schneider at 202-383-2866, or myself at 314-694-6514.

Si1}cerely,

f. Austin Burns, Ph.D.
Regulatory Affairs Manager
Monsanto Company

cc: Mike Mendelson, EPA/OPP/BPPD
Russell Schneider, Ph.D., Monsanto
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Dow AgroSciences, LLC
9330 Zionsviile Road
Indianapotis, IN 46268-1054

6 Dow AgroSciences

December 11, 2009

Document Processing Desk

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room 824900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attn: Dr. Keith Matthews, Esq., Director Biopesticide and Pollution Prevention Division

Subject: Letter authorizing data citation

Letter of Anthorization to Refer to Regulatory Data

We hereby confirm that Agrigenetics, Inc. d/b/fa Mycogen Seeds ¢/o-Dow AgroSciences
LLC, on behalf of itself and its affiliates, {collectively, *Dow AgroSciences”) authorizes
Monsanto Company (Monsanto) to cite, and the U.S. Environmental Protection Agency
(EPA) to refer to, data previously submitted by Dow AgroSciences in connection with
any of the following products:

+ Insect-protected, glufosinate-tolerant maize containing the CrylF and PAT
proteins, Event TC1507 (DAS-01507-1};

» Insect-profected, ghifosinate-tolerant muaize containing the Cry34/354b1 and
PAT proteins, Event DAS-39122-7 (DAS-39122-7)

and all relevant data that Dow AgroSciences has provided EPA to support the Section 3
registration on MON 89034 x TC1507 x MON 88017 x DAS-59122-7, Insect-Protected,
Herbicide-Tolerant Corn, EPA registration No. 68467-7, and Dow AgroSciences’
pending registration for an interspersed refuge (seed mix) product using MON 89034 x
TC1507 x MON 88017 x DAS-59122-7, for the purpose of evaluating and issuing a
registration to Monsanto for interspersed refuge (seed mix) product using MON 82034 x
TC1507 x MON 88017 x DAS-59122-7.
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Dow AgroSciences, LLC
9330 Zionsville Road
Indiznapolis, IN 46268-1034

| Dow AgroSciences

December 11, 2009

Document Processing Desk

Office of Pesticide Programs (7504F)
U.S. Environmental Protection Agency
Room 8-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Attn: Dr. Keith Matthews, Esq., Director Biopesticide and Pollution Prevention Division

Subject: Letter authorizing data citation

Letter of Authorization to Refer to Regulatory Data

We hereby confirm that Agrigenetics, Inc. d/b/a Mycogen Seeds c/o Dow AgroSciences
LLC, on behalf of itself and its affiliates, (collectively, “Dow AgroSciences”) authorizes
Monsanto Company (Monsanto) to cite, and the U.S. Environmental Protection Agency
(EPA) to refer to, data previously submitted by Dow AgroSciences in connection with
any of the following products:

« Insect-protected, glyfosinate-tolerant maize containing the CrylF and PAT
proteins, Event TC1507 (DAS-01507-1);

» Insect-protected, glufosinate-tolerant maize containing the Cry34/354b1 and
PAT proteins, Event DAS-59122-7 (DAS-59122-7)

and all relevant data that Dow AgroSciences has provided EPA to support the Section 3
registration on MON 89034 x TC1507 x MON 88017 x DAS-59122-7, Insect-Protected,
Herbicide-Tolerant Corn, EPA registration No. 68467-7, and Dow A groSciences’
pending registration for an interspersed refuge (seed mix) product using MON 89034 x
TC1507 x MON 88017 x DAS-59122-7, for the purpose of evaluating and issuing a
registration to Monsanto for interspersed refuge (seed mix) product using MON 89034 x
TC1507 x MON 88017 x DAS-59122-7.
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This authorization shall not be construed as authorization to use or consider said data,
directly or indirectly, in support of any application submitted by any other applicant, for
an application by Monsanto for activities other than the registration request as described
herein, or for any other regulatory entity to refer to or rely on this data. Dow
AgroSciences does not grant permission for citation or reference of this data for any use
not specifically stated herein, does not grant permission for citation or reference of data
(including future data) not specified herein, and nothing in this agreement grants
permission for the U.S. EPA to provide copies of any data to any party.

If you require further information, please contact the undersigned at 317-337-3504.

Best Regards,

O?/M/%——

Laura Tagliani
Global Regulator Leader — Corn Traits
Dow AgroSciences LLC
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There is an ELECTRONIC LABEL for this action

You can use Acrobat to compare the e-label to the previous version (and find the
changes). You can also use Acrobat to mark-up the e-label with your comments.

If e-label was submitted via or If e-label was submitted via
CD-ROM with paper application XML E-Submission (no paper)
then you will find e-label in then you will find e-label in
Electronic Label Library Documentum
if the e-fabel is not found in the ELL {hen it was probably nof named
correctty and could not be enfered info the ELL, However, the e
can be refrieved from the CD which js refeined by the Fronf End.

See overview of processing e-labels on other side of this sheet.
If you have any questions on e-labels, please contact one of your division e-fabel experis:

AD Willie Abney 308-1689
Renae Whitaker 308-7003
Tracy Lantz 308-6415

BPPD

RD Tom Harris 308-9423
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PROC™SSING ELECTRONI” LABELS

(rev. 1/5/089, tch}

If e-label submitted via XML e-submission (not on CD-ROM), you may wish 1o find e-label in
Documentum, save e-label to "My Documents”, add e-label to ELL, start below at step 5.

Initial E-Label per application (on CD-ROM with paper via ITRMD)

® Save copy of e-
label from ELL to
My Documents

' ITRMD receives % Tracking ® ITRMD adds *ITRMD sends * Connect ELL

paper submission record added {o e-label to ELL paper submission record wilh

wf e-labei on CD QPPIN to AD/BPPD/RD OPPIN S%
in-procass

’ Review label

|if acceptable, skip to step 20)

® Add commenis
to e-label

{save; add "with
comments” e flename

® Print annotated e-
label

(use "Frint with Filename")

review

® Send annotaled
e-label to registrant
via email

(alga 3and "How To Print™)

" File print of
annotated e-label
and email in jacket

* add annotated e-
label to ELL

* Close
suomission in
OPPIN

out-process

Resubmission (via emall to staffer or PM)

"% add e-label

** Receive email * Add tracking Y Connect ELL

submission w/ e- record to to ELL record with

label atfached OPPIN OPPIN 82
iN-process

"% Save copy of e-
labels {old & new) from
ELL to My Documents

new labels with
Acrobat

" Compare old and

review

(if revisions needed repest steps 8-18)

2 Brint e-label,
siamp, wriie cover
letier

' Mail stamped
label & cover
letter fo registrant

“ File siamped
label & cover letter
in jacket

* Add cover * Close
letter to ELL submission in
(mandatcry if acoepled OPPIN

with cormments)

(use "Print with Fiferama"}

OUt-Process

process - big picture

1- gcreate OPPIN tracking
2- put label in ELL; link to S#
3-save ELL label to MyDocumenis

4- compare/ comment
5- putprocess

fechnigues to know
- filename for e-labsls
- "print with filename"
- compare / comment
- printing with comments
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o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
wEPA 401 M Street, S. W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours
per response for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the
instructions and completing the necessary forms. Send comments regarding burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to Director, OPFPE Information Management Division (2137), U.S.
Environmental Protection Agency, 401 M Street, 5.W., Washington DC, 20460. Do not send the completed form to this address,

Certification with Respect to Citation of Data

Applicant's/Registrant’'s Name, Address, and Telephone Number: EPA Registraticn Numberf File Symbsol:
Monsante Company, 800 N. Lindbergh Bivd., St. Louts, MO 63167 524-XXX
(314) 694-6514
Aclive Ingredient{s) and/or representative |est compound(s): Date:
Baciffus thuringiensis Cryt A, 105, Cry2AbZ, CrylF, Cry3Bbi, Cry34Abt and Cry33Ab1 Proleins and the
Genelic Malerials {Veclors PV-ZMIR245, PHP8999, PV-ZMIR39, and PHP 17662) Necessary for lheir December 17, 2009
Production in MON 89034 x TC 1507 x MON 88017 > DAS-59132-7
General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158: Producl Name:

MON 89034 x TCt507 x MON 88017 x

Terrestrial field crop DAS-59122-7

NOTE: [f your product is 2 100% repackaging of another purchasad EPA-registared product labeled for all the same uses on your label, you do notT
need to submit this form. You must submit the Formulator's Exemplion Statement (EPA Form 8570-27).

D [ am responding to a Data-Call-in Nolice, and have included with this form & list of companles sent offers of compensation {the Data Matrix form
should be usad for this purpose}.

Section I METHOD OF DATA SUPPCORT (Check one method only)

| am using the cite-all method of suppert, and have included with | am using the selective method of support Jor cite-all option under

this form a list of companies sent offers of compensation {lhe N the selactive method), and have included with this form a

Data Matrix Form should be used for this purpose). 2N completed list of dala requiremenls (the Oata Matrix form must be
used),

Section Il: GENERAL OFFER TO PAY

D [Required if using the cite-all method or when using the cite-all opfion under the selective method to satisfy one or more data requirements]
| hareby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the exlent requirad by FIFRA,

Section lil: CERTIFICATION

| certify that thls apphication for registration, this form for reregistzation, or thls Dala-Call-In response is supported by all data submitted or cited In
the application for registration, the form for regislratlon, or Ihe Data-Call-In response, [n addltion, if the cite-all oplion or cite-all option under the seleclive
methed is indicated in Section 1, thls application is supported by all-data in the Agency's files that (1) concem the properiles or effects of this product or
an idantical or subslantially similar producl, one or more of the ingredients in thls product; and (2) is a type of data that would be required to be submitted
urder the data requirements in effect on the date of approval of this applicalion if the application sought the initial registralion of a product of identical or
simllar compusillon and uses.

| certify that for each exclusive use study cited In support of this registration or reregistration, Ihat | am the original data submitter or that | have obtained
the wrilten permisston of the orginal data submitter fo cite that study.

| certify that for each study ciled in support of this registratlon or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) | have obtained the permission of the original data submilter to use the study in support of this applicallon; {c) all periods of eligibility for
compensation have expired for the study; {d) the study Is in the public literature; (&) | have notified in writing the company that submitted the study and
have offered (I) to pay compensation lo the extent required by sections 3(c}1)(F) and/or 3(c)(2)(B} of FIFRA; and (i} to commence negotiations to
datermine the amount and terms of compensation, if any, to be paid for tha use of the study,

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance Wilh sections 3(c){1)(F) and/or 3(c)(2)(B) of FIFRA, are available and will be submitted to the Agency upon request. Should | fail to produce
such evidence to the Agency upon request, [ undersiand that the Agency may initiate action to deny, cancel or suspend the registration of my product In
conformify with FIFRA.

[ certify that the statements [ have made on thls form and all attachments to it are true, accurate, and complete. | acknowledge thatany

knowlngly false of misleading statement may be punishable by fine or Imprisonment of hoth under the applicable law. X s
£ )
¥

Slgnature Date Typed or Printed Name and Tite *,
& ]

December 17, 2009 J. Austin Buns?® * - s
.

Regulatory Affairs I‘:Tan_ag_er; s
FPA Form 8570-34 (9-87) Electronic and Paper Versions available.” Submit only Paper version. BETEY T

a1
+ >
)

Monsanto Company 07-CR-192E-2 Pagz 19°0f 175
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- ’ Form Approved OMB No, 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Baperwork Redtiction Act Notice: The public reporting burden for this collection of information is eslimaled to average 0,25 hours per response for registration activities and 0.25 hours per
response for reregislration and special review aclivities, including time for reading the inslructions and compleling the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form fo this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.iFile Symbol: 524-XXX | Page tof 57
Appllcant s/iRegistrant's Name & Address: Product MON 89034 = TCt307 =
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 MORN 88017 x DAS-59122-7

DAS-59122-7) 2 .

Guideline Reference Number Guideline Study Name . MRID Number Submilter Status -+ Nule

Administrative Matcrials for the Applieation to R E o
Register the Plant-Incorporated Protectant, Bacillus ki T
thuringiensis Cry1A.105, Cry2Ab2, CrylF, e
Cry3Bbl, Cry34Abl, and Cry35Ab1 Proteins and . e, Wy,
the Genctic Materials (Vectors PY-ZMIR245, - e : o
PHP8999, PV-ZMIR39, and PHP17662) Neccssary A £
for their Production in MON 89034 = TC]507 = P

MON 88017 = DAS-59122-7, With an Intcrspersed s

In-Field Refuge Configuration Using a Sced Administzative
NA Mixture Monsanlo Company OWHN This ASnlication
Five Percent Seed Mix Refuge as an Inscct
Resistance Management Option for MON 89034 = Supporting Data
NA TC1507 = MON 88017 = DAS-59122-7 Monsanto Company OWN This Application
The Benefils ofa 5% Interspersed In-field Refuge Benefits
NA Option for SmartStax™ Com Mousanto Company OWN This Application
Signature - Name and Title Date
W 3. Austin Burns, Ph.D. December 17, 2009
< Regulatory Affairs Manager
EPA Form 8570-3 97} Electronic and Paper versions available. Submit only Paper version. Agency Internal Use
Copy
Monsanto Coinpaiy 07-CR~192E-2 Page 20 of 175
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Form Approved OMB No, 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

%
WE PA 401 M Street, S.W.
Washington, D.C. 20466

Papsereork Reductlon Act Notlce: The public reporting burden for this colleclion of informalion is eslimaled 10 average 0.25 hours per response for regisiralion activilies and 0.25 hors per
response for reregisiration and special review activilies, Including lime for reading the instructions and compleling 1he necessary forms. Send commenls regarding the burden eslimale or any
olher aspect of this coliectlion of informatlon, induding suggestions for reducing the burden to: Director, OPPE Information Managemenl Division (2137), U.S. Environmental Prolection Agency,
401 M Street, 8.W., Washinglon, DC 20460. Do nol send the form 1o this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No.fFile Symbol; 524-581 Page 2 of 57

Appiicant's/Registranl's Name & Address: Product: MON 89034 x TC1507 = MON 88017 =
Monsanto Company, 8060 N. LindbergltBlvd,, St. Louts, MO 63167 DAS-59122-7

Ingredient  Bacillus thuringrensis CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Malerfals (Veclors PV-ZMIR245, PHP8999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 = TC1507 x MON 88017 = DAS-59122-7 (OECD Unique ldentifier: MON-890334-3 x DAS-(915007-1 x MON-88@17-3 =
DAS-59122-7}

Guideline Reference Number Guideline Study Name MRID Number Submifler Slalus Nole

Administrative Matcrials for the Applicalion 1o Register
lhe Planl-Incorporated Prolectant, Bacillus thuringfensis
CrylA105, Cy2Ab2, CrylF, Cry3Bbl, Cry34 and
Cry35 Proteins and the Genetie Materials (Vectors PY-
ZMIR245, PHPE995, PV-ZMIR39, and PHP17662)
Necessary for their Production in MON 85034 x TC1507

Adminisirative
= MON 88017 x DAS-59122.7.

474449-00 Monsante Company OWN

Burns, J.A. 2008. Human Health and Envirenmental
Assessment of the Plani-Incorporaled Protectant Bacrilus
rhuringiensis CrylA 105, Cry2Ab2, Cry3Bbl, CrytF,

§85.1100

Cry34Abi, and Cry35Ab1 Proteins Produced in MON
89034 x TC|507 x MON 88017 x DAS-59122-7,
Monsanto Teehnical Report MSL0020223.

47444501

Monsante Company

OWN

Product
Characlerization

885.1100

Rice, J.F. 2008. Summary of Soulhemn Blol Analyses {o
Confirm the Presence of MON 89034, TC1507, MON
88017, and DAS-59122-7 in the Combined Trait Com
Product MON 89034 x TC1507 x MON 88017 x DAS-
56122-7. Monsanto Technical Report MSL0021265.

47444902

Monsante Company

OWN

Product
Characterizalion

885.1100

Taylor, J.P., 1.R Groat, and J.1D. Masucci. 2007, Southein
Blot Analyses to Confimm the Prescnce of MON 85034
and MON 88017 in the Combined Trait Com Product
MON 85034 = TC1507 » MON 88017 x DAS-59122-7.
Monsanio Technical Repori MSL0020682.

47444903

Monsanto Company

OWN

Praduct
Charactcrization

Signature

o —"

Name and Title
1. Auslin Burns, Ph.D.
Reguiatory Affairs Manager

Date

December 17, 2009

EPA Form578-35 (9-97) Electronic and Paper versions available. Submil only Paper version.

Monsanto Cornpatty

07-CR-192E-2

Agency Internal Use Copy

Page 21 of 175
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" Farm Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washi_ngton, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collectlon of information is estimated to average 0.25 hours per respense for registration activities and 0.25 hours per
response for rereglstration and special review actlvities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of Information, including suggestions for reducing the burden to: Oirector, OPPE Infermatien Management Division {2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washinglon, DC 20460, Do nol send the form lo this address.

DATA MATRIX
Date. December 17,2009 EPA Reg. NoJFlie Symbol: 524-581 | Page 3 of 57
Applicanl'sfRegistrant's Name & Address: Product: MON 89034 = TCI507 x MON 88017 =
Monsanto Company, 800 N. Lindbergh Blvd,, 8t. Louis, MO 63167 DAS-59122-7

Ingredient  Bacillus thuringrensis CrylA.105, Cry2Ab2, CrylIF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materrats (Vectors PV-ZMIR245, PHP8%99, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 = TC1507 x MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-89(34-3 x DAS-@15@17-1 * MON-88@317-3 x
DAS-59122-7)

Guideline Reference Number Guldeline Study Name MRID Number Submiller Status Note

Schafer, B.W., C. (. Cia, and 5.K. Embrey. 2008,
Southern Blot Analyses te Confirm the Presence of
TCt507 and DAS-59122-7 in the Combincd Trait Com
Product MON 89034 x TC1507 x MON 88017 » DAS-,

59122.7. Dow AgroScienecs Study ID 071179, Product

R85.1100 47444904 Mo to Company OWN Charactcrization

Murphy, LA, and 1.8, McClain. 2008. Summary of
CrytA. 105, Cry2Ab2, CrylF, Cry3Bbt, CP4 EPSPS,
Cry34Abt, Cry35Abl and PAT Pratcin Levets in the
Combined Trait Com Product MON 89034 = TC1507 »
MON 88017 = DAS-59122-7 Praduced in US Ficld Trials

in 2006. Monsanto Technical Report MSL0021266. Product

385.1100 47444905 Mansanto Company OWN Characterization

Stiltwell, L. and A. Silvanovich. 2007. Assessment of
Cry1A.105, Cry2Ab2, Cry3Bbt, 20d CP4 EPSPS Protein
Levels in the Combined Trait Corn Product MON 83034
% TC1507 x MON 88017 x DAS-59122-7. Monsantc Produei
885.1100 Technicat Report MSL0021070. 47444906 Monsanto Company OWN Characterization

Phillips, &.M. 2008, Cry34Ab1, Cry35Abl, CrylF, and
PAT Protcin Levels in Hybrid Maize TC1507, DAS-
569122-7, MON 85034 = TC1507 » MON 88017 = DAS-
59122-7, and a Conventionat Control from thc Monsanto
2006 Preduction Plan 06-01-52-04. Dow AgroScienecs Product
885.1t00 Study tD 061026.06. 47444907 Monsanto Cownpany OWN Characterizalion

Levine, 8. 2008. Studies Performed to Evaluate the
Potential for Interactions anong Cry Proteins Produced
by MON 83034 = TC1507 x MON 88017 =

- Envircnmental
“ 7. rt 021267,
DAS912e:, Mensmilo Technical Report MSLI0ZI267 47444908 Monsanio Company OWN Assessimicnt

N/A

Signature

Name and Title Date
L W/-" J. Austin Bunis, Ph.D, December 17, 2009
el Regulatory Affairs Manager

EPA Folm8570-35 (9-97) Elecironic and Baper versions available, Submit only Paper version. Agency Internal Use Copy

Monsanto Cempany 07-CR-192E-2 Page 22 of 175
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~ Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W,
Washington, D.C. 20460

Paperwork Reduetion Act Notice: The public reperting burden for this colleclion of information is esfimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistralion and speclal review activities, including ime for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this collection of information, including suggestions for reducing Ihe burden to: Director, OPPE Information Management Division {2137}, U.S. Enviranmenlal Proteciion Agency,
401 M Stzeet, S.W., Washinaton, DC 20460, Do not send the form to Lhis address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol; 524-581 [ Page 4 of 57
Applicant's/Registrant’s Name & Address: Product. MON 89034 x TC1507 x MON 88017 =
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7

Ingredient  Bactlius thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genelic Materials {Vectors PV-ZMIR245, PHP8999, PV-ZMIR39, and
PHP17662) Necessary for their Produelion in MON 89034 = TC1507 x MON 88017 = DAS-59122-7 (OECD Unique ldentifier; MON-39@34-3 x DAS-@15@7-1 x MON-88@17-3 x
DAS-59122-7)

Guideline Reference Number Guideline Sludy Name MRID Number Submiller Status Note

MacRae, T. 2008, Evalualion of Polential for Interaction
Between lhe Baciflus thuringfensis Cry38bl, Cry34Abl,
and Cry35Abl Proleins. Monsante Technical Report

MSLO020554 Environmental

WN/A 47444909 Monsanto Company OWN Assessment
Levine, 8. 2008, Evaluation of \he Potential for
Inleraclions among Cry Proleins Produced by MDN
89034 x TC1507 x MON 88017 = DAS-59122-7 by
insect Bicassay, Monsanto Technical Report Environmental
N/A MSLOO2 1104, 47444910 Monsanto Company OWN Assessmenl

Head, G. and N, Storer. 2008. Insect Resistance
Managemenl Plan for MON 83034 x TC1507 x
MON 88017 x DAS-59122-7. Mensanlo Technicat
NIA Report MSL0021285. 47444911 Monsanto Company OWN IRM

Levine, S. and I. Huesing. 2008. Endangered Specics
limpacl Assessment for the Combined Trait Corn Producl
MON 89034 x TC 1507 x MON 88017 x DAS.59122-7,

i tal
ik Monsanto Technical Report MSL002 t268. hoiannicia

47444912 Monsanto Company OWN Asscssmenl
Paradise, M. 2008. Evaluation of Potential Dietary Effects
of Pollen From the Combined Trait Corn Product MON
89034 x TCt507 x MON 88017 x DAS-53122-7 on lhe
Ladybird Beetle Cofeamegifla macelata (Colcoplera:
Cocteinellidae), Monsanto Technieal Report MSL Environmental
8854340 0021036. 47444913 Monsanto Company OWN Assessment
Stgraturc y Name and Title Date
W 1. Auslin Buris, Ph,I>. December 17, 2009
. Regulatory Affairs Manager
EPAForm §570+35 (9-97) Elecironic and Paper verslons avallable, Submit only Paper versian, T Agency internal Use Copy
Monsanto Company 07-CR-192E-2 Page 23 0of 175
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= Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C, 20460

Paperwork Reduction Act Notlee: The public reporling burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and specdial review activities, Including time for reading the instrudions and compleling the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this collection of informalion, including suggeslions for reducing the burden 10! Director, OPPE Informalion Managemenl Divislon {2137}, U.5. Environmental Protection Agency,
401 M Streel, SW., Washinglon, DC 20460, Do not send the form lo this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol: 524-575 | Page 5 of 57
Applicani's/Regisirant's Name & Address;
Monsanto Company, §00 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

Ingredient  Bacillus thuringiensis CrytiA.105 and Cry2Ab2 Proteins and the Genelic Material (Veclor PV-ZM1{R245) Necessary for their Production in MON 89034 (OECD Unigque
ldentifier; MON-89234-3)

Guideline Reference Number Guideline Sludy Name MRID Numnber Submilter Status Nole

Administrative Materials for Ihe Application to Register
tlie Plant-Incorporated Protectant, Baciffus Muringtensis
Cryl A 105 and Cry2Ab2 Proleins and the Genelic
Material (Veclor PV-ZMIR24 5) Necessary for their
Production in MON 89034 (OECD Unique Idcntifier:
NiA MDN-85034-3), 469514-00 Monsanio Company OWN Adniinistrative

Bogdanava, N.N. 2006, Human Health and
Environmental Assessiment of the Plant-Incorporated
Proteclan Bacilius thuringiensis Cry 1A 105 and Product
8851100 Cry2Ah2 Proteins Produced in Com MON 89034, 469514-01 Mansanlo Campany OWN Claracterization

Rige, 1F., B.L. Wolff, LR, Groat, N.K. Scanlon, I.C.
Jennings, and 1D Musucel. 2006. Amended Repart for

MSL-20072: Molecular Analysis of Com MON 89034, Product
885.1100 Monsanto Technical Report MSL-203 L1 : 469514-02 Maonsanto Company OWN Characterizatian

Hartmann, A.J., K.E. Niemeyer, and A. Silvanavich,
2006. Asscssment of the Cry LA 105 and Cry2Ab2
Protein Levels in Tissucs of tnsect-Protected Comn MON
89034 Produced in 20035 U.S. Ficld Trials. Monsanto Product
§85.1100 Technical Report MSL-20285. 4695 14-03 Monsanto Company OWN Characterization

Karunanandaa, K., J.J. Thorp, M.E. Goley, 8.1, Levine,
and A. Silvanovich, 2006. Characlerization of the
Cry2Ab2 Protein Purified from the Com Grain of MON
89034 and Comparizon of the Physicochemical and
Functional Properties of 1he Plant-Produced and £. cofi-

Produced Cry2Ab2 Proleins. Mansanto Technical Report Product
8851100 MSL-2007 1, 4695 14.04 Maonsanto Company OWN Characlcrization
Signature ) Name and Title Date
W J. Austin Burns, Ph.D. December 17, 2009
= chu[atory Affairs Manager
orm 8570-35 (9-97} Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsante Comparty 07-CR-192E-2 Page 24 of 175
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-~ Form Appraved OMB No. 2670-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Papearwork Reduction Act Notlce: The public reporting burden for this collection of information Is eslimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for rereglsiration and special review activilies, including time for reading the instructions and compieting the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this colfection of information, including suggestions for reducing the burden to: Ditector, OFPE Information Management Oivision {2137), U.S. Environmental Prolection Agency,
401 M Streel, SW., Washinglon, DC 20460. Do nol send the form 1o this address.

_ DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symhol: 524-575 | Page 6 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product: MON 89034

Ingredlent  Bacillns fhuringiensis CryTA.105 and Cry2 Ab2 Protcins and the Genetic Malerial (Vector PV-ZMIR2435) Necessary for their Production in MON 89034 (OECD Unique
Tdentifier: MON-89034-3)

Guideline Reference Number Guldeline Study Name MRID Number Submiller Stalus Nole

Levine, S.L. and J. Uffman, 2008, Evaluation of the
Functional Equivalence of the Cry2Ab2 Protein Produced
in £.Colf and Br Against a Sensitive Lepidopteran Product
885.1100 Species, Monsanto Technical Report MSL-20132. 469514-05 Monsanto Company OWN Charagterization

Rice, I.F., B.J. Wolff, 1.C. Jennings, and J.D. Masueci.
2005. Summary of Seuthern Blot Anzlysis of MON
89034 and MON 89597 Corn. Monsanlo Technical Product
885.1100 Report MSL-20068 466945-01 Monsante Company OWN Characlcrization

Goertz, B., T. Ganguly, J. Lec, T Lee, and E.A. Rice.
2005, Characlerization of the Cryl A. t05 Protein
Purificd from the Com Grain of MON 82034 and
Comparison of the Physicochemical and Functional
Propertics of the Plant-Produced and £.cofi-Produced

Cry|A.105 Proteins. Monsanto Technical Report MSL~ Product
885.1100 19960. 466946-04 Monsanto Company OWN Characterization

Supplemental tnformation for MRID Ne. 46951402

“Amended Report for MSL-20072: Molecular analysis of Product

Corn MON 89034 47127503 Monsanto Company OWN Chameterization

Supplemental Information for MRID No. 46951403
*Assessment of the Cryt A 105 and Cry2Ab2 Protein
Levels in Tissues of Inseet-Protected Com MON 85034 Product
Produced in 2005 U.S. Field Trials™. 471275.05 Monsanto Canipany OWN Characterization

Signature Natne and Title Date

W 1. Austin Bumns, PiLD. December 17, 2009

Regulatory Affairs Manager

EPA Forth 8570-35 (9-97} Eiectronle and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 07-CR-192E-2 Page 25 of 175
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= Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reductioh Act Notice: The public reporting burden for this collectlon of information is estimated to average 0.25 hours per response for registration activilies and 0,25 hours per
response for rereglstration and special review activities, Including time for reading the instructfons and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of ths collection of information, Icluding suggestions for reducing the hurden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Sireet, S.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symbol: 524-575 | Page 7 of 57
Applicant's/Reglstrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product:  MON 89034

ingredient  Bacilius thurtngiensts CrylA.103 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Identifier; MON-89(334-3)

Guldeline Reference Number Guideline Study Name MRID Number Submitler Status Note

Bogdanova, N.N. 2005. Structuial and Functionat .
Similarity of the Cty LA.105 Prolein to Cryl A Class of
Baciffus thiringiensis Proteins. Monsante Technical Product
885.1100 Repon 05-RA-62-01. 466946-01 Monsante Company OWN Cliaiacterization

Dudin, Y.A and P. Chinnadurai. 2005. Qualitative
Detection Method for the Cry2Ab2 Protein in Corn Leal
and Seed of MON 85034 and MON 89557, Monsanto Product
860.1340 Technical Report 05-RA-39-04. 466945-03 Moitsanto Company OWN Characterization

Bonnelte, K.1. 2006. An acute oral toxieity study in
mice with Cry2Ab2 prolein, Monsante Study CRC-2005- Human Health
885.3050 049, 46951406 Mensante Company OWN Asscssment

Kapadia, 5.A, and E.A Rice. 2006. Assessment of the in

rirro Digestibility of the Cry2 Ab2 Protein in Simulaled 469514-07 Human ttcalth
885.1100 Gastric Fluid, Monsante Technical Report MSL-15931. Mensanlo Company OWN Assessment
Kapadia, 5. and EA, Rice. 2005. Assessment of the in
virro Digestibility of the Cryt A.105 Protein in Simulated 469514-08 Human Health
885, 1100 intestinal Fluid, Monsanto Technical Report MSL-19530. Mensanlg Cempany OWN Assessment
. Name and Title Date
W J. Austin Burns, Ph.D, December 17, 2009
Signature ___{/* Regulatory Affairs Manager
EPA Form 8570-35 (8-97) Electronic and Paper verslons available. Submit only Paper versioh. Agoncy internal Use Gopy
Monsanto Company 07-CR-192E-2 Page 26 of 175
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~ Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washington, D.C. 20460
FPaperwork Reduction Act Notice: The publks reporting burden for this colleclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistratlon and special review activilies, including fime for reading the Instructions and completing the necessary forns. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Streel, S.W., Washinglon, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No.Flle Symbol: 524-575 | Page 8of 57
Applicant's/Reglstrant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., 8t. Louis, MO 63167 Producl: MON 89034

Ingredienl Bacillus thuringiensis Cryl A.105 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
tdentifier: MON-89234-3)

Guideline Reference Number Guideling Study Name MRID Number Subrnitter Slatus Note

McCoy, R.L. and A. Silvanovich. 2005. Bioinfonnatics
Analysis of the CryEA.105 Protein Utilizing the ADS,

TOXINS, and ALLPEFTIDES Dalabases. Monsanto Human Health
§85.1100 Technical Report MSL~19686, ) 466946-05 Monsante Company OWN Agscssinent

Thorp, J.J. and M.E. Goley. 2006, Assessment of the in

virre Digestibility of the Cry2Ab2 Protein in Simulated Human Health
£85.1100 {ntestinal Fluid. Monsanto Technical Report MSL-19938 469514-09 Mongante Company OWN Asscssment

McClain, J.8. and A. Silvanovich, 2006. Bioinformatics
Evaluation of the Cryt A. 103 Protein Utilizing the AD6,
TOXINS, and ALLPEPTIDES Databases. Monsanto Human Health
885.1100 Technical Report MSL-20351. 469514- 10 Monsanto Company OWN Assessment

Kapadia, $.A. and E A. Rice. 2005. Assessment of the in
virro Digestibility of the Cryl A. D5 Protein in Simulated Hutnan Health
885.1100 Gastric Fluid. Monsanto Technical Report MSL-19929. 466946-06 Monsanto Comgany OWN Assessment

Goley, M.E. and 1J. Thorp. 2005. {mmunodetection of
Cry2Ab2 and Cryl A 105 Proteins in Com Grain fiom

MON 39034 Following Heat Treatment. Monsanto Human Hezlth
885.1100 Technical Report MSL~ 19899, 466946-07 Monsanto Company OWN Assessment
Bonnette, K L. 2005. An Acuote Oral Toxicity Study in
Mice with Cry tA.105 Protein. Monsanro Study CRO- Human Health
835.3050 20035-050. 466946-03 Monsanto Company OWN Aszessment
< ate
Signature . Dal
- Regulatory Affairs Manager
EPA Form 8570+35 (9-97) Electronic and Paper versions avallable. Submit only Paper version. Agency Internal Use Copy
Monsartto Company 07-CR-192E-2 Page 27 of 175
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A Fores Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S5.\W.
Washington, D.C, 20460

Paperwork Reductlon Acl Notice: The publie reporting burden 1or this collection of information is estimated to average 0.25 hours per response for regislration aclivities and 0.25 hours per
response for reregistration and speclal review acliviltes, ncluding time for reading the instructions and completing the necessaty forms. Send comments regarding the burden estimate or any
other aspect of this colfection of informatlon, including suggestions for reducing the burden to: Director, OPPE Information Managemenl Division (2137}, U.S. Environmenlal Protectlon Agency,
401 M Slreet, 5.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.fFile Symbol: 524-575 | Page 9 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 808 N. Lindbergh Blvd,, St. Louis, MO 63167 Produst: MON 89034

Ingredlent  Bacilfus thuringiensis Cryl1 A.105 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
Identifier: MON-89034-3)

Guideline Reference Number Guideline Study Name MRID Number Submilter Slatus Note

MeClain, I.8. and A. Silvanovich. 2006. Bioinformaties
Analysis of the Cry2 Ab2 Protein Utilizing the ADG,
TOXINS, and ALLPEPTIDES Databases. Monsanto Human Health
885.1100 Technical Report MSL-20307. 46951411 Monsante Company OWN Assessment

Davis, 5.W. 2006. Comparison of Broiler Performance
and Carcass Parameters When Fed Dicts Containing
MON 85034, Control or Commereial Corn, Monsanio Human Healtl
885.4050 Study 05-01-50-13, Amended Report. 469514-12 Monsanto Company OWN Assessinent

MacRae, T.C., C.R. Brown, and 8 1.. Levine. 2006,
Spoetrum of Insesticidal Activity of Bocithus thrmingiensis
CrytA.105 Protein. Monsanto Technical Report MSL~ Environmental
NIA 20230 469514-13 Monsanto Company OWN Assessment

MacRae, T.C., C.R. Brown, and 8.1.. Levine. 2004.
Spectrum of Insecticidal Activity of Bacillus thuringrensis .
Cry2Ab2 Protein. Monsanto Technical Report MSL- Environmental
NIA 20229. 469514-14 Monsanto Comgany OWN Assessment

Headrick, J.M., O. Heredia, 1 0. Oyediran, and T.T
Vaughn. 2006. Assessment of the Efficacy of
Lepidopteran-protected Corn MON 82034 and MON
89597 Against Major Inscot Pests in United States, Puerio

Rico and Argentina During 2003-2004 Seasons, Environmental
NIA Monsanto Technical Report 05-RA-39-05. 465514-15 Monsanto Company OWN Assessment
Signature Name and Title Date
M 1. Avsiin Burns, PhoD. Decermber 17, 2009
£ Regulatory Affairs Manager
EEPA Forfn 8570-35 (9-97) Eteclronic and Paper versions available. Submit only Paper version. Agency Internal Uso Copy
Monsanto Company 07-CR-192E-2 Page 28 of 175
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= Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Naticer The public reporting burden for this collection of informatlon is estimated to average 0.25 hours per response for registralion activities and 0,25 hours per
respanse for reregistration and special review activilies, including time for reading the instruclions and completing the necessary forms. Send commenls regarding the burden estimate or any
aolher aspect of this collection of information, including suggestions for reducing the burden to: Director, OPFE Informatlon Management Divislon (2137), U.S, Environmental Proteclion Agency,
401 M Street, S.W.. Washington, DC 20460, Do nol send the form to this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symbal: 524-575 55’;!99 10 of

Applicant's/Registrani’'s Name & Address:
Monsanto Company, 860 N. Lindbergh Blvd., St. Louis, MO 63167 Producl:  MON 89034

Ingredienl  Baciffirs thiringtensis Cryl A.105 and Cry2Ab2 Protems and the Genetic Material {V eclor PV-ZMIR245) Neeessary for fietr Produciron in MON 89034 (OECD Untque
1denlifrer: MON-39934-3)

Guideline Reference Number Guideline Study Name MRID Number Submilter Status Note

Teixeira, . 2006. Evaluation of Dietary Effects of
Lyophilized Leaf Tissue frons Corn MON 89034 ina .
Chronic Exposure Study with Collembola (Folsomia Environmental
£385.4340 candida). Monsanto Technical Report MSL-20169, 469514-16 Monsanto Company OWHN Assessinent

Palmer, 8.J. and H.C. Krueger. 2006, Evaluation of
Exposure lo MON 89034 wilh the Cladoceran Daphnia
mogra: An acute stalie-renewal test with com pollen. Environmental
$85.4340 Monsanto Study WL-2005-011. 469514-17 Monsanro Conlpany OWN Asscssmenl

Sindermann, A.B., J.R. Poreh; and H.Q. Krueger. 2006.
Ewvaluation of Potential Effects of Exposure to CrytA.105
Protein in an Acute Sludy with lhe Earthworm in an

Artificial Soil Substrate. Monsanto Technical Report Enviromnental
885.6200 MSL-20147, 469514-18 Monsanle Company OWN Assessingnt
Richards, K.B. 2006. Evaluation of the Dictary Effect(s)
of a Cry1A.105 Prolein on Honeybee Larvae (Apis Environmenial
885.4380 mellifera L.). Monsanto Study CA-2005-071. 46951419 Monsanto Company OWN Assessment
Richamds, KB, 2006, Evausation of the Dictary Effecl(s)
of 2 CrytA. 105 Protein on Adull Honeybees (dpis Environmental
§85.4380 meffifera L.). Monsanto Study CA-2005-072 469514-20 Monsanto Company OWN Assessment
Signature ] Name and Title Date
ANV e J. Austin Bums, PIcD. December 17, 2009
W s Regulalory Affairs Manager
EPA FémrB570-35 (9-97) Elecironic and Paper versions available, Submil anly Paper version. Agency Internal Use Copy
Monsanto Company 07-CR-192E-2 Page 29 of 175
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) Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C, 20460

Paperwork Roductlon Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisiration aclivities and 0.25 hours per
response for reregistraion and special review activilies, Including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE informatlon Managemeant Division (2 f37), U.S, Environmental Protectlon Agency,
401 M Streel, S.W., Washinglon, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symbal; 524-375 [ Page ttof 57
Applicanl's/Regisirant's Name & Address:
Monsanto Company, 800 N. Lindbergl} Blvd., St. Louis, MO 63167 Producl: MON 39034

Ingredient Bacillus thuringiensis Cryl1A.105 and Cry2Ab2 Proteins and the Genelic Material (Vector PV-ZMIR245) Neccssary for their Production in MON 89034 (QECD Uniquc
1dentifier; MON-896334-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Paradise, M.S. 2006, Evaluation of Polential Dictary
Effects of CrytA.t05 Protein on the Ladybird Beetle,
Coleomegilla macnlara (Coleoptera: Coecinellidac). Environmental
885.4340 Mounsanio Technieal Report MSL-20 t30. 469514-21 Monsanio Company OWN Assessment

Paradise, M.S. 2006. Evaluation of Polenlial Dictary
Effcets of Cry2Ab2 Protein on the Ladybimd Beetle,
Caleamegitla macutars (Coleoplera: Coccincllidae). Environmenial
§35.4340 Monsanto Technical Report MSL-20151. 469514.22 Monsanto Company QWN Assessmenl

Teixeira, D. 2006. Evaluation of Potential Dietary
Effects of Cry1 A.105 Prolcin on Minule Pirate Bugs,
Crius insidiosus (Hemiplcra: Anihocoridac), Monsanto Envirorneniat
885.4340 Technical Report MSL-20170. 4695 14-23 Monsanio Company DWN Assessment

Teixeira, D. 2006, Evaluation of Potential Diclary
Effects of Cry2Ab2 Prolein on Minule Pirale Bugs, Orius

insidiosis (Hemipiera: Anlhocondae). Monsanlo Environmentai
8354340 Technical Report MSL-20171. 469514-24 Monsanlo Company OWN Assessinenl

Sindermann, A4.B., LR. Porch, and H.O. Krueger. 2006.
Evaluation of Potential Effects of Exposure to CrytA. 105
Prolein in an Acule Study with the Parasitic Wasp,

lehneunon promissariis (Hymenoptera: Iehneumonidac). Environmental
885,4340 Monsanio Technical Report MSL-20149. 469514-25 Monsanto Company OWN Agsessmenl
Date
Signature - Name and Title December 17, 2009
W 1. Austin Burns, Ph.D,
- Regulatory Affairs Manaper
EPA Folm-8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Intornal Use Copy
Monsanto Company 07-CR-192E-2 Page 30 0of 175
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s Form Approved OMB No. 2070-0060
'H'E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coliection of informalion i estimated to average 0.25 hotirs per respanse for registration activities and 0.25 hours per
response for reregistralion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of infarmation, including suggestions for reducing the burden to: Director, OPPE information Management Division {2137}, U.S. Environmental Protection Agency,
401 M Street. 8.W., Washington, DC 20460, Do not send lhe form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg, No./File Symbol; 524-575 Page (2 of 57
Applicant's/Registrants Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product:  MON 89034

Ingredient Bacillus thuringiensis Cryl A.105 and Cry2An2 Proleins and the Genetie Material (Veetor PV-ZMIR245) Neeessary for lheir Produetion in MON 89034 (OECD Unique
Identifier: MON-896334-3)

{Guideline Reference Number | Guideline Study Name MRID Number Submitler Stalus Note

Gallagher, 8.P. and J.B. Beavers. 2006. Evaluation of
Potential Diclary Effects of MON 89034 vyith the
Northem Bobwhile: an Eight-day Dietary Study with Environinental

8854050 Com Grain, Monsanto Technical Report WL-2005-012. 4695 14-27 M to Company OWHN Asgscssinent

Mueth, M., T. Curran, J. Warren, §. Dubelman, M.
Glaspie, J. Murphy, 3. Levine, J. Holtmeyer, and C.
Jiang. 2006. Aesobic Soil Degradation of the Purified

Cry2Ab2 and Cryl A.t05 Proteins. Monsanlo Technical Environmenial
£85.5200 Report MSL-20174. 4695 14-28 Monsante Company OWN Assessment
Huesing, J.E,, I.1. Duan, and 8.L. Levine. 2005.
Endangered Species Risk Assessment for Corn MON Environtrental
NIA 89034. Monsanto Technical Report MSL00203%4. 469514.29 Monsante Company OWN Assessment

MacRae, T.C., C.R. Brown, §.L. Levine. 2005.
Evaluation of Lhe Potential for Interactions Between The
Bacitlus Thiringiensis Proleins Cry | A 105 and Cry2Ab2. Environmental
NiA Monsanto Technical Report MSL« 19859, 466946-02 Maonsanto Company OWN Assessment

Sindermann, A.B., J.R. Porch, and H.O. Krueger. 2006,
Evaluation of Potentisl Effects of Exposure to Cry2Ab2
Protein in an Acuts Study with the Paragitic Wazsp,

Tehneuman prowissorius (Hymenoptera: Iehneutnonidac). Environmental
885.4340 Moansanto Technical Report MSL-20148. 469514-26 Monganto Company QOWN A t
Signature Nazme and Title Date
W' J. Austin Burns, Pli.D. December 17, 2009
st - Reguiatory Affairs Manager
EPA Fbym 8570-35 (9-97) Elecironic and Paper versions availabie. Submlt only Paper version. Agency Internal Use Copy
Monsanto Company 07-CR-192E-2 Page 31 of 175
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pey Form Approved OMB No, 2070-0060
!E'?E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notice: The publlc reporting burden for this collection of Informatlon is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistration and spedal review activilies, Induding time for reading the instrudions and compieting the necessary forms. Send comments regarding the burden estimate or any

other aspect of this coltection of Information, including suggestions for reducing the burden to: Director, OPPE information Managemenl Diviston {2137, U.S. Environmental Protection Agency.
401 M Street. S.W,, Washinglon, DG 20460, Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. NoJFile Symbot: 524-575 Page 13 of 57
Applicant's/Registrant's Name & Address:
Monsante Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167 Product: MON 89034

Ingredient Bacillvs thuringiensis Cryl A, 105 and Cry2Ab2 Proteins and the Genetic Material {Veetor PV-ZMIR245) Necessary for their Production in MON 89034 (QECD Unique
Tdentifier: MON-29034-3)

Guideline Reference Numbet Guideline Study Name MRID Number Submilter Slatus Nole
Pahzer, §.J. and H.O. Krueger. 2000. Inscet Protection
Protein 2: An Acute Toxicity Study With the Earthwonn Envirommental
in an Artificial Soil Substrate. Monsanto Technicat Assessment
885.4340 Report MSL-16t77 i 450863-13 Monsanto Company OWN

Maggi, V.L. 2000. Evatuation of dietary effect(s) of’
purified Bacithes thnwringiensis Cry2Ab2 protein on honey Environmentat
885.4380 bee larvae. Monsanto Technical Report MSL-16961. 453371-02 Monsanto Company OWN Asscssment

Teixeira, D. 2000. Assessment of Chronie Toxicity of
Cotton Tissue Containing Insect Protection Protein 2 to
Collembola {Folsonia candida), Amended repon. Environmental
$85.4340 Monsanto Technical Report MSL-16 t74. 450863-14 Monsanto Comprany OWN Agssessment

Palmer, §. and H. Krueger, 2000. Insect Protection
Protcin 2: A Dictary Toxicity Study with Parasitic

Hymenoptera {Nasomio vitripennis). Monsanto Technical Environmental
$85.4340 Report MSL-t6(73. 430863-t0 Monsanto Company OWN Assessinent

Maggi, V.L. 2000. Evaluation of the Diclary Gffeei(s) of

tnsect Protection Protein 2 on Adult Honey Bees (dpis Environmental
$85.4380 mellifera ). Monsanto Technical Regort MSL-16176. 450863-08 Monsanio Company OWN Asgessment

Signature - Name and Title Date
W J. Austin Bums, Ph.D. December 17, 2009

Regulatory Affaivs Manager

EPA Form 35?0{59(9-!5?} Eieclronic and Paper versions available. Submit only Paper version, Agency Intemal Use Copy
Monsanto Company 07-CR-192E-2 Page 320f 175
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" Form Approved CMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.\W,
Washington, D.C. 20460

Paporwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregistration and speciat review activilies, including time for reading the Insiructions and compieting the necessary forms. Send comments regarding the burden estimale or any
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE informailion Management Divislon {2 {37), U.S. Environmental Prolection Agency,
401 M Street, 5. W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbot: 524-575 Page 14 of 57
Applcant's/Registrant's Name & Address:
Moensanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MQ 63167 Product: MON §9034

Ingredient Bacillus thuringiensis Cry1A.105 and Cry2Ab2 Proteins and the Genelic Material (Vector PV-ZMIR245) Neccssary for their Production in MON 89034 (OECD Unique
Identificr; MON-89@&34-3)

Guideline Reference Number Guideline Siudy Name MRID Number Submitler Stalus Note

Head, G. 2006. Insect Resislance Management Plan for
Second Generation Lepidopteran-Proreeted Corn, MON

Nia 89034, Monsanto Technival Report 06-RA-39-06. 4695 14-30 Monsanto Company OWN IRM

Bogdanova, N. and A, Crawford {2007). Public Interest
Document Supporting Registration of Bacilfus
thuringiensis CrylA.t05 , Cry2Ab2 and Cry3Bbl
Proteins in Insect-Protected Com MON 82034 and MON
89034 x MON 83017 47279701 Monsanto Company OWN Benefits

Bogdanova, N.. 5. Dubelman, M. Mueth, I. Murphy and
A. Sitvanovich {2007). Responses to EPA Questions
Regarding Application 524-LTL to register Insect-
Prolected Com MON 89034 (MRID 469514238) ] 471403-01 Monsanto Coinpany OWN Mise.

Bogdanova, N, , {2007} Responses 1o EPA Questions
Regarding Applicalions 524-LTL and 524-LTL lo
Register tnsect-Prolected Com MON 39034 and MON
39034 x MON 88017 (MRID 46951400 and 46%951300) 471275-01 Monsanto Conipany OWN Mise,

Bogdanova, N.., {2007). Supplemcntat Inforuration 1o
Address EPA Queslions Regarding Applications 524-LTL
and 524-LTL 1o Register tnsect-Protecied Com MON
89034 and MON 89034 x MON 88017 (MRID 46951400
and 469513001 470794-02 Monsanto Compalry OWN Misc.

Signature Name and Title Date
M J. Austin Bums, Ph.ID, December 17, 2009

Regulatory Affairs Managcr

EPA Form 8570-35 (3-97) Electronic and Paper versions available. Submit only Paper version. Agency internai Use Copy

Monsante Company 07-CR-192E.2 Page 33 of 175
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" Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washin_g_tin, D.C. 20460
Paperwork Reduction Act Notlce: The public reporting burden for this collestion of information is estimated to average 0.25 hours per response for regis| ration activities and 0.25 hours per
response for reregistralion and special review activilies, Including time for reading the instructions and completing the necessary forms, Send commenls regarding the burden estimate or any

other aspect of this collection of Infoimation, including suggestions for reducing the burden to: Director, OPPE Infoimation Management Division (2137}, U.S. Environmental Proleclion Agency,
401 M Street, S W., Washington, DG 20480, Do not send the form to this address,

DATA MATRIX
Date: Decemtber 17, 2009 EPA Reg. No./File Symbol: 68467-2 Page 150f 57
Applicant'sfReglstrant's Name & Address;
Monsante Company, 880 N. Lindbergh Blvd., §t. Louis, MO 63167 Fioduct: Herculex® I Insect Protection
Ingiedient B.r. CrylF prolein ang the genelic inaterial nceessary for produelion (plasmid insert PHP8999) in maize {OECD Identifier: DAS- @15@7-1)
Guideline Reference Number Guldeline Study Name MRIC Number Submitter Slatus Nole

Product Characlerization Data for Bacillus thuringiensis
var, aizawai Cry |F Inscct Conirol Prolein as expressed in
Maize 447143-01 68467 PER

Characterization of Gene Inserts-Bacillus thuringiznsis
var, aizawai Cry | F Insect Control Proteins Expressed in
Maize 447148-02 68467 PER
Equivalency of Microbial and Maize Expressed CrylF
Protein; Characlerization of Tesl Substances for
Biochemical and Toxicological Studies.

In Vitro Digestibilily of Microbial and Maize Expressed 447145-03 68467 PER

in Vitre Simulated inieslinal Fluid Digestibility Siudy of
Microbially Derived Cry IF {tr) N/A 63467 PER

Cry|F B.1. var aizawai Delta-cndoloxin: Acute Qral

Toxicity Study in Mice 446911-01 63467 PER
Signature Name aod Title Date
m/_ J. Austin Burns, Ph.D. December 17, 2009
/ﬁ Regulatory Affairs Manager
EFA Form BS?G@E’-Q?} Electronle and Paper versions available, Submll only Paper version, Agency Internal Use Copy
¥
Monsante Company 07-CR-192E-2 Page 34 of 175
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™ Form Approved OMB No. 2070-0060
“,E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paparwork Reductton Act Notice: The pubtic reperting burden for this collectlon of informatlon is esttmated to average 0,25 hours per response for registration activities and 0.25 hours per
response for reregistration and s pectal review activities, inctuding time for re ading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Oirector, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, SW., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.frile Symbol: 68467-2 Fage 16 of 57
Applicant's/Regisirant's Name & Address:
Mousanto Company, 800 N, Lindbergh_B!vd., St. Louis, MO 63167 Product: Herculex® I fnsect Proteciion
ingredient B.1. CryIF protein and the penetic material necessary for production (plasmid inscrt PHPE99?) in maize (OECD Identifier, DAS- @1587-1)
(Suideline Reference Number Gutdeline Study Name MRID Number Submitter Status Nole

Quantilative ELISA Analysis of CrytF Expression ievels
in Maize MPS Inbred Lines 1360, 13635, t366, and 1369,
{Intcrim Report) 44714804 68467 PER

Effecliveness Data for Bacillus thuringiensts var. aizawai
CryF Inscct Controt Prolein as Expressed in Matze 44691102 63467 PER

Backgiound Docunten! on Resistance Management for
Bacillus thuringiensis var, aizawai Cry!F Insect Conlrol
Protein as Expiessed in MaizeCrytF Profcin Under
Simulated Gastric Conditions 44691103 63467 PER

Comparison of Amino Acid Sequence Similarity of
CryIF and PAT Profcins to Known Allergen Prolein 44971701 63467 PER

Microbial B.1. CrytF (truncated) Detta- Endotoxin;

Maize-Ingecl-Pest Susceptibility Study 45020101 63467 PER
Signature Name and Title Date
e 1. Austin Burns, Ph.D, December 17, 2009
. ok~ Regulatory Affairs Manager
EPA Form 8'5_7'9,85 (9-97) Electrenic and Paper versions available, Submit only Paper version, Agency internat Use Copy
Mensanto Company 07-CR-192E-2 Page 350f 175
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~ Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notlce: The public reporting burden for this colleclion of infarmatlon is eslimaled to average 0,25 hours per response for registralion activilies and 0.25 hours per
response for reregistration and special review activiles, including time for reading the instruclions and complefing the necessary forms. Send commenis regarding the burden estimate or any

olher aspect of this colleclion of information, including suggestions for reducing the buwden to: Dlreclor, OPPE Information Management Division {2137), U.S. Environmenial Prolection Agency,
401 M Sireel. S.W., Washingion, DC 20460. Do not send the form {o this address.

DATA MATRIX

Dale: Deceinber 17, 2009 EPA Reg. No.fFile Symbol; 68467-2 Page {7 of 57
Applcant's/Regisirant's Name & Address;

Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product: Herculex® I Insect Protection

Ingredient B.t. CryIF protein and the penetic matcrial neccssary for production (plasmid insert PHPR999) in inaize (OECD Ideniifier: DAS- @1 5@317-1)

Guidellne Reference Number Guideline S{udy Name MRID Number Submitter Sialus Note

Characterizatoin of Inscrigd Genes in Cry |F Maize Line
1507 45020102 68467 PER

Characterization of Expressed CrylF Protein in Maize
Tissues {Pollen, Giain, Grain-Containing Feed, and
Purified Maize-Expressed CrytF Protein) and Microbial
Expressed CryiTF Delta Endotoxin by Biological and
Biocheniieal Procedures 45020103 68467 PER

Quaniitative ELISA Analysis of CrylF and PAT
Expression levels in and Composilional Analysis of
Maize inbred and Hybiid Lines 1362 and 1507 45020104 68467 PER

Phasphinothricin acetyltransferase (PAT) protein: In
Vitro Digestibility Study 45041501 68467 PER

Non-targel Exposure and Risk Assessment for
Envitonmental Disnersat of CrytF Maize Pollen 45041502 68467 PER

Environmenlal Fatc of Cry{F Piotein incolporated into

Sail 4502005 68467 PER
Signature Name and Title Date
W_ J. Austin Burns, Ph.D. December 17, 2009
- Regulaiory Affairs Manager
EPA Fomm 8570-'@,(9'-5?) Electionic and Paper versions available. Submit only Paper version. Agencylinternal Use Copy
Monsanto Company 07-CR-192E-2 Page 36 of 175
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T Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L)
401 M Streef, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Netlce: The public reporting burden for this colleclion of informalion is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregisiralion and special review activilies, Including time for readlng the mstructions and completing the necessary forms, Send comments regarding the burden estimate or any

other aspect of this collection of information, Including suggeslions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
401 M Sireet, 8.W,, Washington, DC 20460, Do nol send the form 1o this address.

DATA MATRIX
Date; December 17, 2009 EPA Reg. No.fFile Symbol; 684672 Page 18 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product  Herculex® I Iusect Protection
gredient  B... CrylF prolein and the genetic material necessary for production {plastmid insert PIP8999) in inaize (OECD identifier. DAS- @15Q7-1)
Guideline Reference Number Guideline Study Name MRID Number Submiller Slatus Nole

Chronic Bxposure of Folsomia Candida to Bacterially
Expressed CrytF Protein 45020107 68467 PER

B.1. CrytF Delta-Endoloxin: A 48-Iour Static-Renewal
Acute Toxicity Test with the Cladoceran {Dxaphrra
magna) Using Bacleiially Expressed B.t. CryIF Della-
Endotoxin, ahd Pollen from Maizc Expressing B.t. CrytF
Drella-Endoloxin 45020108 63467 PER

Waiver Request: Fish Toxieity Text With Transgenic
Maize (Com) Conlaining Racillus thuringtensis var.
aizaqoi (B.t.) Cry1F Delta-Endoloxin Delta-Endotoxin 45044201 (68467 PER

Field Survey of Beneficial Arthtopods Associated with

Bacillus thuringiensis Cry LF Maize 45020113 68467 PER
Efficacy of Cry|F Events TC1360 and TC1507 45020114 68467 PER
Signature Name and Title Date
W B J. Austin Bums, Ph.D. December 17, 2009
yay Regulatory Affairs Manager
EPA Form 857035 (3-97) Electronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy
Monsanto Company 07-CR-192E-2 Page 37 0f 173
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o Form Approved OMB Ne., 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Wagshington, D.C. 20460
Paperwork Reduction Act Nolice: The publlc reporting burden for this collection of information 1s estimated to average 0.25 hours per response for registration activities and 0,25 hours per
respons¢ for reregistration and special review aclivities, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of informatton, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S, Environmental Protection Agency,
401 i Street, 5., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Dale: December 17,2009 EPA Reg. NofFile Symbdt: 68467-2 Page 19 of 57

Applicant'sfRegistrant's Name & Address:

Monsanto Company, 800 N, Lindbergh Blvd,, St. Louts, MO 63167 Product:  Herculex® I Jnsect Protection

tngredient B.1. CrylF protein and the genetic material necessary for production {plasmid insert PHPR999) in maize (QECD Identifier: DAS- @1507-1)

Guideline Reference Number Guideling Study Name MRID Number Submitter Slalus Note
Cry|F Binding Studies ) 4502015 68467 PER

Evatuation of lhe Diclary Effect(s)on Honeybee
Devclopinent Using Bacleriatly Expressed B.t. Cry(F
Delta-Endaotoxin and Potten froin Maize Expressing B.t.
CrylF Delta Endotoxin 45041503 68467 PER

Cry (F Bacitlus Thuringicnsis var. Aizawai Detta
Erdotoxin: An Acute Toxicity Study with the Earthworm
in an Articial Soit Substrate 45020106 68467 PER

Cry tF Baciltus Thuringiensis var. Aizawal Delta
Endotoxin: A Dietary Toxicity Study with Green .
Lacewing Larvae 45020109 68467 PER

CrytF Bacittus Thmingiensis var. Aizawai Delta
Endotoxin: A Dietary Toxicity Study with the Ladybird

Beetle 453020010 68467 PER
Signature Name angd Title Date
W J. Austin Burns, Ph.D. December 17, 2009
- Regulatory Affairs Manager
EPA Form 8570.35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agoncy tnternat Use Copy
Monsanto Company 07-CR-192E-2 Page 38 of 175
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o Form Approved OMB No, 2070-0060
wE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Waslﬂgton, D.C. 20460
Paperwork Reductlon Act Notlce: The public reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration aclivilies and 025 hours per
response for reregistralion and speclal review activities, Including time for reading the Instruclions and compleling the necessary forms. Send comments regarding the burden estimate or any

other aspect of lhls collection of infermation, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Environmental Prolection Agency,
401 M Slreel, S.W., Washinglon. OC 20450. Do nol send the form to this address.
DATA MATRIX

Date: December 17, 2009 EPA Reg. No.File Symbol: 68467-2 Page 20 of 57
Applicant's/Regisiranl’s Name & Address;

Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Product: Herculex® 1 insect Protection

Ingredient _ B.¢. Cry|F prolein and the genetic material necessary for production (plasmid insert PHP8999) i naize (OECD Identifier. DAS- @15@7-1)

Guideline Reference Number | Guideline Study Name MRID Number Submilter Slatus Nole

Cry IF Bacillus Thunngiensis var. Ajzawai Delta
Endotoxin: A Dielary Toxicity Study with Parasilic
Hymenoptera 45020111 68467 PER

Supplement to MRID 44691101 Supplemental Data for
Acute Oral Toxicity Study in Mice: Cry |F Bacillus

thuringicnsis var, aizawai delta-endoloxin 45020118 68467 PER

Characterizalion of Inserted Genes in Cry IF Maize Line
1507 45010102 68467 PER

Resistance Management Plan for Transgenic Maize
Expressing the Cry! F Insccticidal Protein from Bacillus
thuningicnsis var. aizawai 45020116 68467 PER

Transgenic Corn Expressing Bacillus thuringicnsis var,
aizawai (B.1.) Cry {f Delta Endotoxin: A Dictary Toxicity
Study wilh the Northem Bobwhite 45020112 6R467 PER

Signature Name and Title Date

a/ Ve J. Austin Bums, Ph.D, December 17, 2009

Regulatory Affairs Manager
“97) Eleclronic and Paper versions avallable. Submit only Paper version, Agency Internal Use Copy

Monsanto Company 07-CR-192E-2 Page 39 of 175
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~ Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notice: The publlc reporting burden for this colleclion of informatlon is eslimaled {0 average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistralion and special review activities, including time for reading Ihe instructions and completing the necessary forms. Send commenls regarding ihe burden estimale or any

olher aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Managemeni Division (2137), U.S. Environmental Pratecllon Agency,
401 M Street, 8.W., Washinglon, DC 20460. Do nol send the form 1o his address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symbol: 68467-2 Page 21 of 57
Applican!'s/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Praduct: Herculex® I Jnsect Protection

Ingredient B.t. CeyIT profein and the genelic material necessary for production {plasmid insert PFIP8999) in maize (OECD Identifier: DAS-@15@7-1)

Guidetine Refersnce Number Guideline Siudy Name MRID Number Submilter Status Note

Supplement lo MRID 44714801, Supplemental Data -

Produel Characierization Data for Bacillus thuringiensis
var. sizawai Cry |F Inscel Contiol Profein as Expressed
in Maize : 45020117 68467 PER

High Dose Demonstration For CrylF Events TC 1360 and
TC 1507: European Com Baver 45131101 68467 PER

Toxicity of the CryF Protein to Neonate Larvae of the
Monarch Bulierfly 45131102 68467 PER

Public tnterest Document for CrylF-Protected Com (Dow
AgroSciences} 45131103 68467 PER

Quantilative ELISA Analysis of Cryl A(b) Expression
Levels in and Composition of Hybrid Lines Derived from

Event 176 4513104 68467 PER
Signature Name and Title Date
W‘ J. Austin Bums, Ph.D, December 17, 2009
/—ﬂ Regulatory Affairs Manager
EPA Form 8570:35,49-97) Electronic and Paper versions avallable, Submit only Paper vetsion. B Agency Internal Use Copy
Monsanto Company 07-CR-192E-2 Page 40 of 175
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-~ Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden foz this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Dizector, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
40t M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No.File Symbol; 68467-2 Page 22 of 57
Applicant's/Registrant'’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 81. Louts, MO 63 (67 Product: Herculex® I fnsect Protection
Ingredient B.1. CevlF protein and the genetic inateriat necessary for production (plasmid insert PHP8999) in maize {OECD Identifier: DAS- §15@7-1)
Guideline Reference Number Guideling Study Name MRID Number Submitter Status Note
Thermolatritity of Cry LF {truncated) Delta-Endoloxin 45274801 68467 PER
Compositional Analysis of Maize MPS Hybrid Ling 1507 45274302 53467 PER

CrylF Laleral Flow Test Kit Procedurc for Analyzing
CrytF Com Grain 45279301 68467 PER

Melhod Validation Report for the Detcrmination of Cry{F
Delta-endotoxin Protein in Corns Grain by Enzyme-Linked
immunosorhent Assay 45279302 63467 PER

Supplement lo MRID 43020109: Cry{F Bacitius
Thuringiensis Var, Aizawai Delta Endoloxin: A Dictary
Toxicity Study with Green Laccwing Larvae 45307301 68467 PER

Name and Title Date _1

oA J. Austin Bumns, Ph,D. December 17, 2009

Regutatory Affairs Manager

Signalure

EPA Form 8570-3

7) Electronic and Paper versions available. Submit only Paper version. Agency tnternal Use Copy

Monsanto Company 07-CR-t92E-2 Page 41 of 175
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~ Form Approved OMB No, 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.
Washington, D.C, 20460
Paperwork Reduction Act Notlce: The public reporting burden for this colleclion of Informyation is eslimated to average 0.25 hours per response for registrailon acllvities and 0.25 hours per
responsae for reregistration and s pecial review aclivitles, includin g time for reading the Inslructions and comgpletlng the necessary forms. Send comments regarding the burden estimate or any

olher aspeci of this collection of Information, including suggestions for reducing the burden to; Director, OPPE Informatlon Management Division {2 137), U.S, Environmental Proteclion Agency,
401 M Street, 8.W.. Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Dale: December 17, 2009 EPA Reg. No/File Symbol: 68467-2 Page 23 of 57
Applicant's{Registranl’s Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Product: Herculex® I Insect Protection

Ingradienl B.t. CrylF prolein and the genelic malerial necessary for production {plasmid insert PHP8952) in inaize (OECD ldentifier. DAS-@1567-1}

Guideline Reference Number Guideline Shudy Name MRID Number Submitler Stalus Note

Supplement to MRID 450201 t0: Cry1F Bacillus
Thuringicnsis Var. Aizawai Della Endoloxin: A Dietary
Toxicity Study with the Ladybird Bectle 45307802 63467 PER

Supplement 1o MRID 4502011 1. Cry1F Bacillus ’ .
Thuringiensis Var. Aizawai Delta Endotoxin: A Dietary
Toxicity Siudy with Parasitic Hymenoptera 45307803 63467 PER
Supplewent to MRID 45020106: Cry1F Bagillus
Thutingiensis Var. Aizawai Delta Endotoxin: An Agute
Toxicity Study wilh the Earthworm in an Artificial Soil
Subslrate 45307804 68467 'ER

Supplement to MRID 45041503: Evaluation of the
Dielary Effeel{s) on Honeybee Development Using
Bacterially Expressed Bt CrylF Delta-Endotoxin and
Pollen from Maize Expressing Bt Cry IF Delta-Endoloxin 45307805 68467 PER

Supplement to MRID #4513 1102: Supplemental Data-~
High Dose Demonstration for Cry LF Events TC 1360 and

TCt507: Emopean Com Borer 45307701 (68467 PER
Signature Name and Title Date
W 1. Austin Bums, Ph.D. December 17, 2009
* Regulatory Affairs Manager
EPA Form 8570-35 (8-97} Elecironlc and Paper versions available. Submit only Paper version. Agency Internal Uso Copy
Monsanto Company 07-CR-192E-2 Page 42 of 175
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. Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
Washington, D.C, 20460

Paporwork Reduction Act Notlee; The public reporting burden for This colleclion of inforrnation is estimated to average 0.25 hours per response for registration aclivities and 0,25 hours per
response for reregistration and special review activities, including ime for reading the instructions and completing lhe necessary forms. Send commenls regarding lhe burden estimate or any
other aspect of this colleclion of information, Including suggestions for reducing the burden to: Dlrector, OPPE Informallon Management Division (2137), U.S. Environmental Proteclion Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009 EFA Reg, No./File Symbol: 68467-2 Page 24 of 57
Applicant's/Reglstrant’s Name & Address:

Monsante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection

ingredlent B.t, CrylF profein and the penetic material necessary for production (plasmid insert PHP8999) in maize {OECD Identifier: DAS- §1367-1)

Guideline Reference Number Guideline Study Name MRID Number Submilter Status Note

Waiver Request: Fish Toxicity Text to Assess the
Potential Effects of Maize Containing Bacillus
thuringiensis var. aizawai (Bt) CrytF Insecticidal Crystal
Protein {ICP} on Native Figh 45307702 58467 PER

Supplement to MRID 45131103; Supplemental Data
Public tntzrest Document for Cry 1F-Protected Comn
{Dow AgroSciences L.L.C) _ 45301101 63467 PER

Exposurc and risk asessment of Herculex*t Bt field corn
pollen to the Karner blue butterfly 45512901 68467 PER

Nutritional equivaleney of B.t. CryIF maize-poultry feed 45622001 68467 PER

Ficld Survey of Beneficial Arthropods Associated with
Bacillus thuringiensis CrytF Maize 45648001 63467 PER

Signature Name and Tite Date

VTR i J. Austin Burns, Ph.D. December 17, 2009

Regulatory Affairs Manager

EPA Form 8570~ 7) Eleclronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy

Monsanle Company 07-CR-192E-2 Page 43 of 175
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= Form Approved OMB No, 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notice: The publle reporting burden for this colleclion of informatian is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per
response forreregistration and special review activiies, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden esfimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Infarmation Management Division (2137), U.S. Environmental Protection Agency,
401 M Streel, 5.W., Washinglon, DC 20460. Do not send the form o this address.
DATA MATRIX
25 24 of 57

Date: December 17, 2009 EPA Reg. No./File Symbal: B8467-2
Applicant's/Regisirant's Name & Address:
Mensanto Compauy, 800 N. Lindbergh Blvd., S1. Louis, MO 63167 Product: Herculex® I Insect Protection
Ingredient  B.6. CryIF prolein and the genetic material necessary for production (plasinid insert PHP8999) in maize (OECD ldentifier: DAS- @15@7-1)
Guideline Reference Number Guideline Sludy Name MRID Number Submilter Status Nole

Field Surveys of Non-Target Invertebrate Populations in

It Corn 45652001 68467 PER

Development and Characterization of Enzyme Linked-

immunosoibent Assay (ELISA) for Detection of Cry IF

Prolgin 45685601 68467 PER

{independent Laboratory Validation of Method GRM

02.13, Deteymination of Cryl ¥ della-Endoloxin Profein in

Cam Grain by an Enzyine Linked linmunosoibert Assay 45685602 68467 PER

Supplemental 1o MRID 45131 102: Toxicity of the CrylF

Profein 1o Neonate Larvac of the Monarch Butterfly 45755701 68467 PER

Stewardship of Herculex [ {(PIP} Label with Respect 1o 1he

Sceondary Lepidapleran Pest Western Bean Cutworm

{Richia Albicosta Smith} 43885501 58467 PER
Stgnature Name and Title Date

C AN e J. Austin Bums, Ph.D, December 17, 2009
i Repulatory Affairs Manager
EPA Form 8570635 [8-97) Electronic and Paper versions available. Submil only Paper verslon. Agency Internal Use Copy

Mensante Compatty 07-CR~192E-2 Page 44 of 175
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. Formm Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this colleclion of Informalion is eslimaled {o average 0.25 hours per response for regisiralion aclivities and 0.25 hours per
respanse for reregisiratlon and special review aclivilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any

olher aspect of this colleclion of informalion, Including suggestions for reducing 1he burden to: Director, OPPE Information Managemenl Division (2137), U.S, Environmental Pralection Agency,
401 M Sireet, 3.W., Washinglon, DC 20460, Do nol send ihe form o lhis address.
DATA MATRIX

Date: December 17, 2009 EPA Reg. No.fFile Symbol: 88487-2 Page 26 of 57
Applicanl’s/Regisirani's Name & Address:

Monsanto Company, 8380 N, Lindbergh Blvd., St. Louis, MO 63167 Producl: Herculex® 1 Insect Protection

Ingredient 8.t CrylF protein and the genelic malerial necessary for produclion_(plasmid insert PHP899Y) in maize {OECD Identifier: DAS- @15@7-1)

Guideline Reference Number Guideline Siudy Narng MRID Nurmnhber Submitler Slatus Nole

Slewardship of Herculex I with respect ta Ihe sccondary
lepidopteran pests lesser comstalk borer {Elasmopalpus
lignoselius, Zeller), saulhem com slatk borer {Dialraca
crambidoides, Grote) and sugarcane borer (Diataea
saccharalis, Fabricius) 46600201 68467 PER

Slide Presenlation Summarizing European Corn Barer
and Cry IF Resistance Monitoring Updale 46695801 68467 PER

Researh Results on 2004 Evropean Comn Borer Collection
from Hamilton County, lowa 4701 1281 68467 PER

SailAccumutaiton of Cry IF Prolein after Three Years of

Cropping with Herculex 47120701 68467 PER,
TCE507 Maize and Fall Armyworm in Puerto Rico 4776001 68467 PER,
Signature Name and Title Date
W J. Austin Bums, Ph.D, December 17, 2009
= Regulalory Affairs Manager
EPA Form 8570:3%(9-97) Eleclronic and Paper verslons available. Submil only Paper version, Agency Internal Use Copy
Monsante Company 07-CR-~192E-2 Paged5of 175
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-~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.
Washington, D.C. 20460
Paperwork Reduction Act Notlce: The public reporling burden for this colleclion of informalion is estimated to average 0.25 hours per response for redistration activities and 0.25 hours per
respanse for reregistration and special review activilles, including time for reading The instructions and completing the necessary foms, Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: BDirector, OPPE nformation iManagement Division (2137), U.S. Environmental Protection Agency,
401 M Slreet, S W, Washinglon, DG 20460, Do not send the form Lo this address,

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.fFile Symbol: 524-551 l Page 270f 57
Applicant's/Registrant’s Name & Address: Product: MON 88017
Monsante Comipany, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Ingredient B.£. Cry3Bbl protein and the genetiz material {vector ZMIR39) nceessary for its production in event MON 88017 corn (OECD Unique Identifier; MON-§8G17-3).
Guiddline Reference Number Guldeline Study Name MRIO Number Submitter Status Nate

Sidhu, R. 8, {2004), Human Health and Environntental
Asgessiment of the Plant-Incorporated Protectant Bacilfus
thuringrensis Cry3Bb1 Protein Produeed in MON 88017, Produci
£85.1100 MSL-18835 461817-01 Monsanto Conipany OWN Characterization

Beasley, K. A, HM. Anderson., P.B. Wimberley, D.W.
Mittank., and R.P. Lirctte. (2002). Mofecular znalysis of
¥icldGard"Rootworm/R oundup Ready®Com Event MON Preduct

885.1108 88017, MSL-17609 461817-02 Monsanto Company QWN Characierization

Bhakta, N. 8., A. I, Hartmann, and J. . Jennings (2003).
Cry3Bbt and CP4 EPSPS Protein Levels in Comn Tissucs
Collceted from MON 88817 Com Produced in U.S. Field Product

$85.1100 Trials Conducted in 2002. MSL-18823 461817-03 Monsanto Company OWN Characterization

Duan, ). I, M. 8. Paradise and C. Jiang (2003).
Evaluation of Funetional Equivalence of Two Cry3Bbl
Protein Variants Against Susceptible Coleopteran species. Product
885.1100 MSL- 8799 461817-04 Monsanto Company OWN Characterization

Hileman, R. E. and J. D. Astwood (2001). Additional

Characterization of the Cry3Bbl Protein Produeed in Product
885.1100 MON 863. MSL-17137 454240-10 Monganto Company OQWN Characterization
Signature Name and Title Date
W J. Austin Burns, Ph.D. December 17, 2009
Regulatory Affairs Manager
EPA,F orin8870-35 (9-97) Eleclronic and Paper versions available, Submit anly Paper version, Agency tnternal Use Copy
Monsanto Company 07-CR-192E-2 Page 46 of 178
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P Form Approved OMB No, 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notice: The public reporting burden for thls collecilon of Informallen is eslimaled to average 0.25 hours per response for registration activities and 0,25 hours per
response for reregistration and speci2! review aclivilles, induding time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any

other aspect of this collection of infermation, including suggestions for reducing the burden to: Director, OPPE Information Managemen! Divisian {2137), U.S, Environmenlal Proteclion Agency,
401 M Streel, S.W., Washinglon, OC 20460. Do not send the form te this address,

DATA MATRIX
Date: December t7, 2009 EPA Reg. No.fFile Symbol: 524-551 | Page 28 of 57
Applicant's/Registrant’s Name & Address:
Mensante Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Producl: MON 88017
Ingredient B.2 Cry3Bbl protein and the genelic naterial {vecior ZMIR39) necessary for its production in event MON 88017 com (QECD Unique Identifier: MON-88@17-3)
Guideline Reference Number Guidefine Study Name MRID Number Submitter Status Note

Rileman, R. E., G. Hallesehak, L. A, Tumner, R 8.
Thoma, C. R. Btown and J. D. Astwood (2001).
Characterizalion and Equivalence of the Cry3Bbit Protein
Praduced by £. cofi Fermentation and MON £63. MSL- Product
835.1100 17274 455382-01 Mansanto Company OWN Characterization

Brown, M. (2003). FraiChek™ Cry3Bb Lateral Flow
Test Sirip and SeedChef™ Cry3Bb ELISA Performance
Verification for Corn Sced, Leaf, and Composite Testing.
MSL-t 95581, in unpublished study conducted by Praduci
860.1340 Stratcgics Diagnoslics, Inc. 463942401 Monsanto Company OWN Characterizalion

Dudin, Y A., B-P. Tonny, L. D. Albee and R. P. Lirelle
(2001}, Amended Report for MSL-16559: B.r.
Cry3Bbl. 11098 and NPT Protein Levels in Sample
Tissue Collected from MON 863 Grown in 1999 Field Produet
335.1100 Trials. MSL-17181 454240)-01 Mansanto Coinpany OWN {haraclcrization

Supplemental tnfomation for "Evaluation of Functional
Equivalence of Two Cry3Bbt Prolcin Vananls Against Product
885.1100 Susceptible Colcapteran Specics” (MRID No. 461817-04) 465783-03 Monsanto Company OWN {haracterization

Thoma, R. S., G. Holleschak, R. E. Hileman and 1. D.
Astwood {2001), Primary Structural Protein
Characterization of MON 863 Cry3But.11098 Protcin

Using N-terminal Sequencing and MALDI Time of Flight Product
$85.1100 Mass Specirometric Techniques. MSL-17154 454240-11 Monsanto Company OWN Characterization
Stgnature Name and Title Date
W J. Austin Burns, Ph.D, December 17, 2009
= Regulatory Affairs Manager
EPA Form 85?0-@5/.(9-97) Elecironic and Paper verslons avallable, Submit only Faper version. - - Agency Internal Use Copy
Moensante Company 07-CR-192E-2 Page 47 of 175
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A Form Approved OMB No. 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Raperwork Reduction Act Notice: The public reporting burden for this cofleclion of information is estimated 1o average 0,25 hours per response for registralion aclivilies and (.25 hours per
response for reregislralion and special review aclivilies, Inctuding lime for reading the instruclions and compleling the necessary forms. Send comments regarding the burden eslimale or any
olber aspect of this collection of informalion, including suggeslions for reducing the burden 1o: Bireclor, OPPE Informalion Managemeni Division (2137), U.S. Environmenial Proleclion Agency,
401 M Slreel, S.W., Washinglon, DC 20460. Do nol send the form lo this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symbol: 524-551 Page 29 of 57
Applicani's/Regisirant's Name & Address:

Mansanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017

Ingredieni B.f, Cry3Bbl protein and the genetic material {vector ZMIR39) necessary for ils production t event MON 88017 corn (OECD Unique Identifier. MON-8817-3)

Guideline Reference Number Guideline Study Name MRID Number Submilter Slalus Nole

Submission of Suppleinental Data (May 21, 2001 ) in
Support of the Application for Registration of MON 863:
Com Rootwonn Protested Com{Vector ZMIR13LY, EPA Product
385.1100 File Symbo! 524-LEL . N/A Monsanto Company OWN Characlerization

Dudin, Y., B-F. ‘Tonnu and R P. Lirette (2001),

Cry3Bb1, CrylAb and NPTII Prolein Levels in the Dual-
frait Maize Hybrid MON 863 x MON 810 Produced in

- Argentinian Field Trials Conducted During the 1999-2000 Protluct
885.1100 Growing Season. MSL-17266 457917-02 Monsanto Conigany OWN Characterization

Holleschak, G., T. C. Leg, R. E. Hileman, P. D. Pyla, and
J. D. Astwood {2001). Amended Report for MSL-15835:
Assessient of the Equivalence of B.¢. Protein 11098, B.r.
Protein 11231 and NPT Prolein Expressed in Corm
Events MON 853 and MON 860 1o Microbial Sources. Praduet
885.1100 MSL-17222 454240-04 Monsanto Company OWN Characterization

Suppleimental Information for “Cry3Bb! and CP4 EPSPS
Prolein Levels in Com Tissues Collected from MON -
88017 Corn Produced in U S, Field Trials Conducted in Product
885.1100 2002 (MRID No. 461817-03} 465783-02 Monsanto Company OWN Characterization

Holleschak, G., R. E. Hileman, and J. D. Astwood {2001).
Amended Report for MSL-1659: Assessmenl of The
Physicochemical Equivalence of Cry3Bb1.11098 and

NPT Proteins in Com Event MDN 863 1o Microbial ; Produet
885.1100 Sources. MSL~17220 454240-05 Monsanto Company OWN Characterization
Signature Name and Title Date
W—— J. Austin Burns, Ph.D. December 17, 2009
/_/~ y Regulatory Affairs Manager
EPA FQup-8570-35 (9-97) Elecironic and Paper versions available. Submil only Paper version. Agency internal Use Copy
Monsanto Company 07-CR-192E-2 Page 48 of 175
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o Form Approved OMB No, 2070-0060
‘-,E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paparwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.2§ hours per response for registration activiiies and 0.25 hours per
response for reregistrafion and speclal review acilvitles, including fime for reading the Instructions and complefing the necessary forms. Send comments regarding the burden esilmate or any

other aspect of this colleciion of informatlon, incliding suggestions for reducing the burden to: Director, OPPE Information Management Divlsion (2137), U.S. Environmental Proiection Agency,
401t M Street, S.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symbol: 524-551 Page 30 of 57
Applicant's/Registrant’s Name & Address:

Monsauto Company, 860 N. Lindbergh Blvd., 8t. Louts, MO 63167 Product: MON 88017

Ingredient B.1. Cry3Bbl protetn and the genetic material (vector ZMIR39) necessary for its produetion in event MON 88017 com (OECD Unique Identifier: MON-8801 7-3)

Guideline Reference Number Guideiine Study Name MRiD Number Submitier Status Note

Suppicmental Information for “Motecular Analysis of
YicldGard® Rootwonn/Roundup Ready® Comn Event Produci
885.1t00 MDON 88017" {MRID No. 46181 7-023 465783-01 Monsanto Company OWN Characterization

D. Kolwyck, B-P. Tonnu, Y A. Dudin, T. Ploesser and
K. Gustafson (2001). Vaiidated Method for Extraction
and Direct ELISA Analysis of Cry3Bb1 in Corn Grain, Produet

360.1340 Monsanto Ref. No. 99-640E-i. 45373101 Monsznto Company OWN Characterization

Astwood, J. D, R E. Hiteman, M. J. McKee, T. J. Rydd,
J. W. Seaic and L. English (2001t). Safcty Assessment of
Cry3Bbt Variants in Comn Rootwoerm Protected Com. Human Heaith
NfA MSL-t7225 454240-09 Monsanto Company DWN Assessment

Hiteman, R. E., J. N. Leach and 1. D. Astwood {200t).
Assessment of the in virro Digestibitity of

Cry3Bbt.t 1098{Q34%R) Protein in Simulated Intestinal Hunan Health
885.1100 Fiuid. MSL-17530 ) 455770-02 Monsanto Company OWN Agsessment

Hoileshak, G., R, E. Hiteman and J. D. Astwood (2001).
Amended Report for MSL-16597; Immunodeteetabiiity of
Cry3Bbt.t1098 and Cry3Bbt.t 1231 Proteins in the Grain
of Insect Protected Com Events MON 863 and MON 853 tuman Heaith
885.1t00 After Heat Treatment, MSL-t7223 454240-07 Monsanto Company DWN Assessment

Signature Name and Title Date

/ W J. Austin Bums, Ph.D. December 17, 2009
e LA

Regulatory Affairs Manager

EPA Ferm §570-35 (9-97) Eiectronic and Paper versions avaitabie. Submit only Paper version, Agency internai Use Copy

Monsanto Company 07-CR~192E-2 Page 49 of 175
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washim_:_;t_on, D.C. 20460

Form Approved OMB No, 2070-0060

Paperwork Reductlon Act Notice: The public reporting burden for This callection of informalion is eslimated to average 0.25 hours per response for regisiralion aclivilies and 0,25 hours per
response for rereglsiration and speclal review activities, including lime for reading the Instruclions and completing the necessary farms. Send comments regarding the burden eslimate or any
other aspecl of lhis collection of informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteclion Agency,
401 M Street, SW., Washinglon, DC 20460. Do not send the form to this address,

DATA MATRIX

Date; December 17, 2009

EPA Reg. No./File Symbof 524-551

Page 31 of 57

Applicant's/Reglstrant’s Name & Address;
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Proguct: MON 83017

Ingredient B.1. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 comn (OECD Unig

ue Identifier; MON-88@17-3)

Guideline Reference Number Guideline Study Name MRID Number Submitter Slatus Nole

Bechtel, C, L. (1999} Acute Oral Toxicity of B.r. Human Health
£85.3050 Prolein 11231 in Mice. MSL-16216. 449043-05 Monsante Contpany OWN Assessment

Hileman, R. E, E. A. Rice, R.E. Goodmanand 1. D.

Astwood (2001}, Bioinformatics Evaluation of the

Cry3Bbl Prolcin Produced in MON 863 Utilizing

Allergen, Toxin and Public Pomain Protein Databases. Human Heallh
885.1100 MSL-17140 454240-08 Monsanto Company OWN Assessment

Bonnette, K. L. and P. I, Pyla (2001). An Acute Oml

Toxieity Study in Mice with £. coli Produced .

Cry3Bb1.11098(Q349R) Protcin, Amended Final Repon. Human Health
885.3050 MSL-17382 455382-02 Monsantc Company OWN Assessment

Leach, J. N, R. E. Hilcman and J. . Astwood (2001).

Assessment of the in virro Digestibility of Cry3Bbi

Protein Purified from MON 863 and Cry3Bbl Protein Human Health
885.1100 Purilied from £, coli. MSL-17292 455382-03 ionsanto Conipany OWN Assessment

Bechtel, C. L. (1999). Acutc Oral toxicity of B.1. Protein Human ealth
885.3050 11098 in Mice. MSL-16215 449043-06 Monsanio Company OWN Assessment

Signature Name and Title Date
W 1. Austin Bums, Ph.I0. December 17, 2009
o - Regulatory Affairs Manager

EPA Fon@_S;?(}-SS (9-97)_5 eclronic and Paper verslons avallable, Submit only Paper version.

Monsanto Company

07-CR-192E-2

Agency Internal Use Copy

Page 50 of 175
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SEPA

Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Paperwork Reduction Act Notlee: The public reporling burden for thls colleclion of Informallon is estimated to average 0.25 hours per response for reglstration activities and 0.25 hours per
response for reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPFE Information Management Division {2137), Li.S. Environmental Proteclion Agency,
401 M Streat, 3.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: Dccember 7, 2009

EPA Reg. No./File Symhbol: 524-551

Page 32 of 57

Applicant's/Registrant's Name & Address:
Monsanto Company, 600 13" Street, N.W., Suilc 660, Washington, D.C. 20005

Product:

MON 88017

Ingredient B.2. Cry3Bb| protein and the genetic material (vector ZMIR3%) necessary for its preduction in event MON 88017 corn {OECD Uniq

e Igentifier: MON-8§86317-3)
Guideline Reference Number Guideline Study Name MRID Number Submilter Status Nole

Hileman, R. E. and J. D. Astwoed {1999). Bicinformatics

Analysis of 8.2. Prolein 11098 and B.r. Protein t1231

Sequences Utilizing Toxin and Public Domain Genctic Human Bealth
§85.1100 Databases. MSL- 13870 449043.08 M to Company OWN Assessinent

Hileyan, R, E. and I. D. Astwood {1999). Bicinformatics

Analysis of 8.1 Protein 11098 and B.¢. Protein 1123t Human Health
885.1100 Sequences Utilizing an Allergen Database. MSL-15873 44904309 Mansante Company OWN Assessment

Leach, ], N, R.E. Hileman, J. W. Martin, R 8. Thoma,

and J. D, Astwood {2001}, Amended Repon for MSL-

15704; Asscssiment of the fr Pitre Digestibility of B.1.

protein 11098 and B.1. 11231 Utilizing Mammalian Huinan Health
8851100 Digestive Fale Medels. MSL-17166 454240-06 Mensanto Company OWN Assessinent

MeKee, M. J. (2001}. Blucgilt Dietary Toxicity Study for

the Baeillis thuringiensis Cry3Bbl Protein Vanan: A Envircrunental
885.4200 Waiver Request. MSL-17383 455382-00 Megnsanlo Company OWN Assessment

Drotrar, K. R and H. Q. Krueger (1999). Baciflus

thuringiensis Protein 11098 inCom Pellen: 48-Hour
885.4240 Statje Renewal Acute Toxicity Test with the Cladoeeran Envitgnmental

Sersies 72, Subdivision E _{Daplmia mogha). MSL-16163 449043-18 Monsantc Company OWN Assessmen}
Signature ) Name and Title Date
W J. Austin Bums, Ph.D.. December 17, 2009
Regulatory Affairs Manager

EPA Forri 8570-35 (8-97) Electronic and Paper versions avallable, Submit only Paper version.

Monsanto Company

07-CR-192E-2

Agency Internal Use Copy

Page 51 0f 175
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SEPA

Form Appreved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reperting burden for 1his collecllon of informallon is estimated lo average 0.25 hours per response for regisiralion aclivities and 0.25 hours per
response for reregistration and special review aclivilies, inctuding llme for reading lhe instructions and completing lhe necessary forms. Send comments regarding the burden estimate or any

olher aspect of this colleclion of Informalion, inckiding s uggestions for reducing lhe burden to: Director, OPPE Informalion Management Division (2137), U.S. Environmental Prolection Agency,
401 M Slreel, SW., Washinglon, DC 20460, Do nol send the form to this address,

DATA MATRIX

Date: December 17, 2009

EPA Reg. No./File Symbot; 524-551

Page 33 of 57

Applicant’s/Regisirant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louts, MO 63167

Producl;

MON 88017

Ingredienl B.f. Cry3Bbl protein and the genetic materal (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unique Identificr: MON-88G17-3)

Guideline Reference Number | Guideling Study Name MRID Number Submiller Slalusg Nole

Regsults of acutc toxicity tests with Dapfinia and catfish

did not produce any evidence of adverse cffects,

Estuarine and Marine animal studies are waived for this Environmental

product because of (he very low to no potential for . Asscssment
3354230 exposurc to Cry3Bbl pretein from field com. NiA Monsanto Company OWN Waived in BRAD

Texiera, D. (2005}, Evalualion of Dictary Effects of a

Cry3Bb 1 Protein Variant on Minute Pirate Bugs (Orins Environucntal
385.4340 instdrosms). MSL~10697 46479905 Monsanto Company OWN Assessnicnt

Since the active Ingredicnt in this product is an inscct

toxin (Bt codoloxin) that has never shown any toxicity to

aquatic or terrestrial plants, these studies have been _

waived for this product. The Agency has detcrmined Environmental

thicre is no significant risk of gene capture and expression Assessment
335.4300 of Cry3Bbl protein by wild or weedy relatives of com. NiA Monsanto Company OWN Waived in BRAD

Palmer, 8, J, and H. O, Krueger (1999). Bacilfus

thpringiensis Protein | 1231, Diclary Toxicity Study with

the Ladybird Beetle (Hippodamia convergens). MSL~ Environmental
885.4340 16166 449043- 14 Mansante Company OWN Asscssment

Houter, K. A, 8. 1. Paluter aud H. Q. Krucger (1999).

Boeiffus thuringiensis Prolein 11231 An Acute Toxicity

Study with Earthworm in an Artificial Soil Substrate. Environncntal
§50.6200 MSL~16162 449043~ 16 Monsanlo Company OWN Assessinent

Stgnature Name and Title Date
W 1. Austin Bums, Ph.D. December 17, 2009
5 Regulatory Affairs Manager

EPA Fomr8570-35 (9-97} Eleclronic and Paper versiohs available, Submit only Paper version,

Monsanto Company

07-CR-192E-2

Agency Internal Use Copy

Page 52 of 175
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A Form Approved OMB No, 2070-0050
\‘?E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notlce: The public reporting burden for this callection of infarmalion is estimated to average 0.25 hours per response for registration activilies and 0.25 haurs per
respanse for reregistralton and special feview activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect af this callection of infermation, including suggestians for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S, Environmenla! Protectian Agency,
401 M Street, S.W., Washington, DG 20460, Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbal; 524-551 Page 34 of 57
Applicant's/Registrani's Name & Address:
Monsante Company, 800 N. Lindberglt Bivd., 8t. Louis, MO 63167 Producl: MON 88017
ingredient B.1. Cry3Bb1 protein and the genelic material (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Edentifier: MON-88@17-3)
Guideline Reference Number Guideling Study Name MRID Number Submitter Slatus Nole
Teixeim, D. {1999). Asscssment of Chironic Toxicity of
Corn Tissue Containing the Baciilus ruringiensis Pratein Environmental
3854340 11098 ta Collembola {Folsomia candida). MS1-15988 449043-17 Monsanto Company OWN Assessment
Palier, 8. 1. and H. O. Krueger {1999). Bocilfus
rhantngiensis Protein 11231, A Dietary Study walh Green Environinental
8854340 Lacetving Latvae (Chrysaperia carned). MSL-16165 449043-12 Mansanto Company OWN Asgsessnient
Palmer, 8. 1. and H. O. Krueger {1999). Bacilius
thuringiensis Protein 11231, A Dietary Study with the
Parasitic Hymenoptera (Masania virripennis). MSL~ Enviromnenlal
8854340 16167 449043-13 Monzante Company QWN Assessinent

Dubelman, §., M. Bhatti, B. Ayden, J. Murphy, 8. Levine
and C. Jiang {2005). Environmenta! Fate of Cry3Bbt
Protein in Corn Fields Planted with MON 863, MSL- Environmental
885.5200 19285 465103-01 Mansanto Company OWN Aszessment

Duan, J. I, G. Head, M. McKee and T. E. Nickson
{2001). Dictary Effects of Transgenic Bocilfus
rhuringiensis (Bt) Corn Pollen Expiessing a Variant of

Cry3Bb! Prolein on Adults of the Ladybird Beetle, Environmental
885.4340 Colfeamegitia macwlara, MSL-16936 453613.01 Monsanto Company OWN Assessment
Signature Name and Title Date
W' J. Austin Burns, Ph.D, December 17, 2009
* Regulatory Affairs Manager
EPAF 570-35 (9-57) Elecironic and Paper versions available. Submit only Paper version, Agency tniernal Use Copy
Monsante Company 07-CR-192E-2 Page 53 0f 175
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SEPA

Form Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Nolice: The public reporting burden for this collection of informallon is estimated lo average 0.25 hours per response for regisiration aclivities and 0.25 hours per

response for reregistration and special review aclivities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden eslimale or any
other aspect of this collection of information, Including suggeslions for reducing the burden to: Director, OPPE Information Managemenl Division (2137), U.S. Enwvironmental Prolection Agency,
401 M Streel, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Dale: December (7, 2009

EPA Reg. No.JFile Symbol: 524-551

Page 35 of 57

Applicanl's/Regisirant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product:

MON 88017

Ingredient B... Cry3Bb1 protein and the genetic waterial (vector ZMIR39) necessa

for its production in event MON 838017 com (OECD Unique Identifier: MON-88@17-3)

Monsante Company

Guideline Reference Number | Guideline Study Name MRIO Number Submilter_ Slatus Nole

Bryan, R, L, /. R, Porch and H. O. Krueger (2001).

Dietary Effects of Transgenic BT Comn Pollen Expressing

a Variant of Cty3Bb 1 Protein on the Ladybird Bectle, Environmental
885.4340 Hippadamta convergens. MSL-17171 453613-02_ Monsanto Company OWN Assessment

Bhatti, M. A., C. L. Pilcher, M. J. McKee, T. E. Nickson,

G. P. Head and C. D. Pilcher (2001). Ficld Evaluation for

the Ecological impact of Com Rootworm tnsect-Frolected Envirorunental
154-3500 Corn on Non-Target Organisms. MSL-17179 455382-06 Monsanlo Company OWN Assessment

Duan, ). J, M. J. McKee and T. E. Nickson (2001).

Dictary Effects of Transgenic Bacillus thurmgiensis (B1)

Com Pollen Expressing a Variant of Cry3Bb| Protcin on

Larvae of the Ladybird Beetle, Coleomegilla macnlara. Environmental
8354340 MSL-16907 455382-04 Monsanto Company OWN Assessment

Scars, M. and M. Matula (2002). Determination of the

Toxicity of Com Pollen Expressing a Cry3Bbl Variant

Protein to First tnstar Monarch Butterfly Larvac (Danius Environnental
885.4340 plexipprs) via Laboratory Bioassay. MSL-17235 455382-05 Monsanto Coinpany OWN Assessinent

Head, G., M. Pleau, S, Sivausupramanian and T. Vaughn

(2001). tnsecticidal Speetrum of Activity for Cry3Bb Environimental

N/A Prolein in vitro. C3INTO 455382-07 Monsanto Company OWN Assessiment
Signature . Name and Title Date
W— J. Austin Burns, Ph.D, December 17, 2009
& Regulatory Affairs Manager

8570-35 (9-97) Electronic amaper versions available, Submit only I5aper version,

07-CR-192E-2

Agency Internal Use Copy

Page 54 of 175
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C, 20460

Form Approved OMB No, 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for Ihis collection of information is estimated lo average 0.25 howrs per response for reglsiralion aclivities and 0.25 hours per
response for reregisiralion and special review aclivilies, Iriduding time for reading the instructions and complefing the necessary forms. Send comments regarding the burden esfimate or any
olher aspect of this collection of information, Including suggestions for reducing lhe burden to: Director, OPPE Informalion Management Division (2137), U.S, Environmenlal Protection Agency,
401 M Streel. S.W., Washinglon, OC 20460. Do nol send the form lo Ihis address.

DATA MATRIX

Date: December 17, 2009

EPA Reg. No./File Symbal: 524-551

Page 36 of 57

Applicant's/Regisirant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Producl: MON 88017

Ingredient B.£. Cry3Bb1 protein and tlie genctic material (veclor ZMIR39) necessary for iis production in cvent MON 88017 corn (OECD Uni

ue Identifier. MON-88@17-3)

Guideline Reference Number | Guideline Sludy Name MRIO Number Submiler Slatus Nole |
Duan, 1. J, M. J. McKee, G. Head and C. R. Brown
(2002). Endangered Species Impacl Assessment for Environmental
N/A Cry3Bb1 Protein in Transgenic MON 863. MSL-17614 455770-03 Monsanto Company OWN Assessment
Head, G. (2002). Research on the Effects of Corn
Rootworm Protected Transgenic Com Events on
Nonlarget Organisms: Preliminary Results. Monsanio Environmnental
154-2300 Reference No. 00-CR-032E-7 456530-03 Monsanto Company OWN Assessmenl
Bliatti, M. A.,J. D.Duan,C. L.Pilcher, M.J. McKee,
T. E. Nickson, G. P. Head and C. Jiang (2002).
Ecological Assessment of Nontarget Drganisms in the
Plots of Com Roolworm Inscel Protected Com Hybrid
Containing MON 863 Evenl: 2000 - 2001 Field Trials. Environmental
154-3500 Report MSL-17531 457916-01 Monsanfo Company OWN Assessment
Sindermann, A. B.,J. R Porch and H. O. Krueger
(2002). Evaluation of a Cry3Bbl Protein Variant in an
Acutc Toxicity Study with the Earthwonn in an Artificial Environmental
850.6200 Soil Substrate. MSL-18137 45757101 Monsanto Company QWN Assessmenl
Gallagher, S. P., J. Grimes and J. B. Beavers (1599).
Bacillus thiringiensts Protcin 11231 in Com Grain: A
Dietary Toxicity Sludy wilh the Northern Bobwhite, Environinental
£85.4050 MSL-16161 449043-15 Monsanto Company OWN Assessment
Signature _ Name and Title Date
W ) J. Austin Bums, Ph.D.. December 17, 2009
- _ Regulatory AfTairs Manager
EPAFi 0-35 (9-97) Eleclronic and Paper versions available, Submit only Paper version, Agency Internal Use Copy

Monsanto Company

07-CR-192E-2

Page 55o0f 175
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-~ Form Approved GMB No, 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 204860
Paperwork Reduction Act Notlee: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for reglstration aclivities and ¢.25 hours per
response for reregistration and special review aclivilies, including time for reading the instructions and compieting the necessary forms. Send commenls regarding the burden estimate or any

olher aspect of this colleclion of information, including suggestions for reducing ihe burden to: Oirector, OPFE Information Management Division (2137), U_S. Environmental Protection Agency,
401 M Street, S.W., Washington, OC 20460, Do not send the form to this address,

DATA MATRIX
Oate: December 17, 2009 EPA Reg. NoJFile Symbol: 524-551 Page 370f57
Applicant's/Registrant's Name & Address:
Mensanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Produgt: MON 88017
Ingredient B.¢. Cry3Bb] protein and the genetic malerial (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unigue Identifier. MON-88G17-3)
Guideling Reference Number Guideline Study Name MRIO Number Submitter Status Note

Maggi, V L. (1999). Evaluation of the Dietary Effect(s)
of Purified Bacilis thuvingiensis Protein 11231 on Adult Environmental
$85.4380 Honey Bees {dpis melfifera L). MSL-16169 449043.11 Monsanto Company OWN Assessmenl

Martin, J. W., M. J. MeKee, 8. Dubelmanand ¥ A.
Dudin (2000), Acrobic Seil Degradation of the B.r.
Protein 11098 as o Conipunent of inseet Proiccted Com, Environnlenlal
885.5200 MSL-16440 45 1568-04 Monsario Company OWN Assesshient

Dubelman, S., B. Ayden, M. Mueth, . A. Warren, C.
Jiang, J. Bookoul and Y Dudin (2002), Acrobie Soil
Degradation of the Bacillus thuringiensis Coy3Bbl

Variani Prolein Produeed in Com Rootworm Protected Environmental
$35.5200 MON 863. MSL-t7t02 457571-02 Mensanto Company OWN Assessmenl

George, B. (2001). Comparison of Broiler Performance

When Fed Diets Containing Events MON 863, Parental Environmental
8854050 Line or Commercial Corn. MSL-17243 459415-01 Monsanic Company OWN Asgessment

Moggi, V.L. (1999). Evaluation of the Dictery Effects of

Purificd Baciffus thuringiensis Protein 11231 on Honey Environinental
8854380 Bee Larvac, MSL-t6163 445043-10 Monsanto Conipany OWN Assessment

Dubelman, 5., B. Ayden, J. Colyer, B. Ledesma, 8.
Levine, F, Lloyd, G. Mueller, J. Warren & C. Jiang
(2007} Environmenlal Fate of the Cry3Bbt and CrylAb

Proteins in Corn Fields Planted with MON 863 x MON Environmental
8855200 810 for Three Conseeutive Years MSL-20589 472829-02 Monsanto Company OWN Assessment
Signature Name and Title Date
JW_ F. Austin Bums, Ph.D. December 17, 2009
5 w0, Regtilatory Affairs Manager
EPA Forefi 8570-35 (9-97) Eleclronle and Paper versions avallable. Submit only Paper version. Agency internal Use Copy
Monsanto Company 07-CR-192E-2 Page 56 of 175
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" Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice; The public reporfing burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activilles, including time for reading the Instructions and compleling the necessary forms. Send comments regarding the burden estlmate or any

oliver aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2 t37), U_S, Environmental Protection Agency.
401 I Street, 8 W., Washinglon, DC 20460. Do not send the form to this address.,

DATA MATRIX

Date: December 17, 2009 EPA Reg. NoJ/Fie Symbol. 524-551 Page 38 of 57
Appllcant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Product: MON 83017

Ingredient 8.7, Cry3Bb1 protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn {OECD Unique [dentifier; MON-§8@17-3)

Guideline Referance Number Guldeline Study Name MRID Number Submitler Status Note

Duan, J.., M. Bhatti, C. Brown, G. Head, C. Jiang, C.
FPilcher, C. Pilcher, D. Carson & T. Nickson (2007) Two
Y ear Ficld Assessment of the Effect of Combined Trait Bt Environmental
154-3500 Corn Mon 863 x MON £t0. MSL-196%6 472829-0t Monsanto Company OWN Assessment

Duan J.J, C. Jiang, M.J. McKee, M.A. Nemeth, D.
Ward, G. Head, S. Levine, M. Bhatti and M. Paradise
{2004). Statistical Power Analysis of a Two-Year Ficld
Study Evaluating the Ecological Effect of Corn Event Environmental
t54-3500 MON 863. MSL-19246 462627-03 Monsante Company OWN Assessment

Duan L. I, C. Jiang, C. Brown, M. Bhatti, M. Nemcth, T.
Nickson and D. Ward (2004). Supplemental Statistical
Analysis of Data from a Two-Year Field Census Study Envirommnentat
1 54-3500 with Com Event MON 863. M3L-19329 453942-02 Monsanto Company OWN Assesstent

Dubelian S., M. Bhatti and B. Ayden (2004). tntenim
Report: Asscssment of the Environmental Fate of the

Cry3Bb t Protein in Corn Fields Planted with MON 863, Environmentat
885.5200 MSL- 18931t 462001-01 Monsanto Company OWN Assessinent

Duan J. and M. Paradise {2003). Evatuation of Dietary

Effects of Cry3Bbt Protein on the Ground Beetle Environmental
885.4340 Poecthus chaleires (Colecoptera:Carabidae). MSL-t9631 464799-04 Monsanto Company OWN Assessment

Head, G. {2004). Research on the Effects of Corn

Roatworm Protected Transgenic Cornon Nen-Target Environmental
t54.3500 Organisms; Publications & Manusenpts. 462627-02 Monsanto Company OWN Assessment

Stgnature Narme and Title Date
W— - J. Austin Bumns, Ph.D.. December 17, 2009
- Regulatory Affairs Manager
EPA Fof.B870-35 (9-97) Elecironic and Paper versions available. Submit anly Paper verslon, Agency Internal Use Copy
Monsanto Compatty 07-CR-192E-2 Page 57 of 175
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SEPA

Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Sfreef, S.W.

Washington, D.C. 20460

Paperwork Reductlon Act Notlco: The public reporting burden for this collectlon of information is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregistratlon and special review activilies, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmental Prolection Agency,
401 M Street, 5.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009

EPA Reg. No/File Symbol: 524-551

Page 39 of 57

Appllcan!'s/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167

Product:

MON 88017

Ingredient B.f. Cry3Bk1 protein and the genetic waterial (vecior ZMIR39) necessary for its preduction in evenl MON 88017 com (OECD Unig

ue Identifier: MON-BBE17-3}
Guideline Reference Number Guideline Sludy Name MRID Number Submitter Slatus Nole

Mammalian wildlife exposure to Cry3Bbt proicin is
considered likely; however, the Cry3Bb1 loxicity data for
Human Health Assessment indicale that there is no
significant toxicity to rodents form testing at the Environmental
maximum hazard dose. Thercfore no hazard to Assessment

8854150 maminalian wildlife is anticipated. N/A Monsante Company OWN Waived in BRAD
Li, M. K. and E. H. Robinson {1995}, Evaluation of
Insect Protected Comn Lines MON 853 and MON 859 asa Environmental

885.4200 Feed Ingredient for Catfish, MSL-16164 449043-19 Monsante Company OWN Assessment
Duan, 1, I, G. Head, M. §, McKee and D. P, Ward (2003). Environmental
Data Waiver Request: Toxicity of 8.1 Cry3Bbt Protein Assessmentl

£35.4340 in the Red Milkweed Beetle (Tefraopes sp.). MSI-18741 N/A Monsanto Company OWN Granted in BRAD
Pileher, C. D. (2001}, Efficacy of MON 863 Against
Com Rootworm and Comparison to Insecticide
Treatments —~ Results of Year 2000 Field Trials,

NA Monsanio Ref. No. 00-CR-032E-3 453613-03 Monsante Company OWN Benefits
Mitchell, P. D. (2002). Yield Benefit of MON 863.
N/A MSL-17782 456530-02 Monsantc Company OWN Benefits
Signature Name and Title Date
W" J. Austin Bums, Ph.D. December 17, 2009
- Regulatory Affairs Manager

EPA Fomr8570-35 (-97) Electronlc and Paper verslons available. Submit only Paper version,

Monsanto Company

07-CR-192E-2

Agency Internal Use Copy

Page 58 of 175
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OME No, 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for this coliection of informalion is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistrailon and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to; Director, OPPE information Management Division (2137, U.S. Environmentai Proteclion Agency,
401 M Sireet, S.W., Washington, DC 20460, Do not send the form ta this address.

DATA MATRIX

Pate; December 17, 2009

EPA Reg. No.File Symbol; 524-551

Page 40 of 57

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167

Product: MON 88017

Ingredient B.7. Cry3Bbl protein and the genetic inaterial {vector ZMIR39) necessary for its production in event MON 88017 com (OECD Uni

ue Identifier: MON-88@17-3)

Guideline Reference Number

Guldeiine Study Name

MRID Number

Submilter

Status

Mote

N/A

Ward, D. P.(2002). Public Interest Assessment
Supporting Registration of Bacillus thuringiensis
Cry3Bb] Protein and the Genetic Material (Vector )
ZMIR [3L) Necessary for its Production in MON 863,
MSL-17766

456530-01

Monsanto Company

OWN

Bencfits

N/A

Millcr, . (2000). Public Interest Document Supporting
the Registration and Excmplion from the Requirement of
a Tolerance for the Plant-Incorporated Prolectant,
Bociilns thuringiensis Cry3B8b Prolein, and the Genetic
Matcrial Necessary for its Production in Com (Vectors
ZMIRI2L, ZMIR 31, and ZMIRI4L). Monsanto Ref.
No, 99-781E

450297-01

Monsarto Company

OWN

Benefits

NFA

Alston, J. M., J. Hyde and M. C. Maga (2002). AnEx
Ante Analysis of the Bencfits from thc Adoption of
Monsanto’s Com Rootwonm Resistant Varictal
Technology - YieldGard® Rootworm. MSL-17993

456923-01

Monsanto Company

OWN

Benefits

N/A

Vauphn, T. T., M. Pleay, R, Knutson and T. Coombe
{200t). Compering the Efficacy of MON 853 and MON
863 ta Three Com Rootwami Species, Northem Com
Rootworm (Dtobrahica borberi), Southemn Cotn .
Rootworm (D, undecinpunciato howerdi), and Western
Com Rootwann (0. virgifera vitgiferay. MTC RPT4

455382-08

Monsamo Company

OWN

Benetits

NJA

Vaughn, T.,[>. Ward, ). Pershing, G. Head and 1.
McFerson (2001). An Interith Inscct Resistance
Management Plan for MON 863: A Transgenic Com
Rootworm Centrol Product, MSL-17556

455770-01

Monsanto Company

OWN

Benefits/IRM

Signature

I art—"

Name and Title
I. Austin Burns, PiD.
Regulatory Affairs Manager

Date

December 17, 2009

EPA Form 8570-3549.97) Eleclronic and Paper versions availabie. Submit only Paper version,

Monsanto Company

07-CR-192E-2

Agency Internal Use Copy

Page 59 of 175
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C, 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The publlc reporting burden for this collectlon of information [s estimated to average 0.25 hours per response for registration activities and 0,25 hours per
response for reregisiration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any
other aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S, Environmental Protection Agency,
401 M Street, S W., Washington, DC 20480, Do not send the form to this address.

DATA MATRIX

Date: DPecember 17, 2009

EPA Reg. No./File Symbol: 524-551

Page 41 of 57

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167

Produck:

MON 88017

Ingredient B.f Cry3Bb1 protein and the genetic maierial (veclor ZMIR39) necessary for its protiuction in event MON 88017 corn {QECP Unig

uc [dentifier: MON-88@1 7-3)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
T Vaughn (2004). Progress Report on Inscel Resistance
N/A Management for Corn Eveni MON 863, 461865-01 Monsanto Conpany OWN IRM
Vaughn, T. (2001). Prcliminary Results of Rescarch on
Inscet Resislance Management fora Tiansgenic Com
N/A Rootworm Control Product, 45348401 Monsanto Company OWN TR
Head, G. and K. Reding. (2006). Corn rootworm: insec
Resistance Management Research (fourteen journal
N/A publications) 467424-01 Monsanto Company OWN TRM
Davis, P., G. Head, J. McFerson ct. al, (2000). insect
Resistance Managemeni for a Transgenic Com Rootworm
NfA Contro} Product 451568-05 Monsanto Company OWN IRM
Vaughn, T. (2003). Estimating Cry3Bbl Resistance
Allele Frequencies in Comn Rootworm Larvae Feeding on
NIA MON 363, Monsanto Ref. No. 03-CR-D97E-4 459438-01 Monsanto Company OWN 1RM
Srgnature _ Name and Title Date
W J. Auslin Bumas, Ph.D., December 17, 2009
+ Regulatory Affairs Manager

EPA Fémw8570-35 (9-97) Elecironic and Paper verslons avatable. Submit only Paper verston,

Monsante Company

07-CR-192E-2

Agency [nternal Use Copy

Page 60 of 175
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~ Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingfon, D.C. 20450
Paperwork Reduction Act Notice: The public reporting burden forthis colleclion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this collection of information, induding suggestions for reducing the burden to; Director, OPPE Information iManagement Division {2137}, U.S. Environmental Proteclion Agency,
40t M Street, S.W., Washington, DC 20480. Do not send the form fo thls address.
DATA MATRIX
Date; December 17, 2009 EPA Reg. No/File Symbol: 324-551 Page 42 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product: MON 88017
Ingredient B.t. Cry3Bbl protein and the genclic malerial {vector ZMIR39) necessary for s production in event MON §8017 corn (OECD Unique Identifien MON-88(317-3)
Guideline Reference Number Guideling Study Name MRID Number Submilter Stalus Note
T. Vaughn (2005), Second Progress Report on Insect
Resistance Management for Corn Event MON 863,
N/A REVISED NiA Monsanio Company OWN iRM
Letter submitted May 23, 2003 to EPA with 12 research
protocols on the biology and ccology of the corn
N/A rootworm pest complex. N/A Monsanto Company OWN IRM
Vaughn, T. (2004}, 2004 Progress Report for the Corn
NIA Event MON 863 Resistance Monitoring Program. 462627-0| Monsanto Company OWN IRM
Administeative Materials in Support of the Registration of
Bocitlus thuringiensis Cry3Bb Protein and the Genetie
Material (Vector ZMIR t31L) Necessary for its Production
in Com; and Amendment of the Previous Request for
Exemption from the Requirement of a Tolerance, Toteranee
NiA PP7F4888 45t568-00 Monsanto Company OWN Exemption
Pilacinski, W. P. and M. W. Taylor (1995).
Administralive Materials in Support of the Registration of
the Plant-Expressed Protectant Bocitfus rhuringiensis
Com Rootwonn Control Protein, as Produced in the Com
{Zeaa mays, L ), and the Amendment to the Previous
Reguest for Exemption from the Requirement of a Toleranee
N/A Tolerance, PP7F4888 449043-00 Monsanto Conipany OWN Exemption
Stgnature 3 Name and Title Date
W J. Austin Burns, Ph.ID,, December 17, 2009
. Regulatory Affairs Manager

EPA Pamrr8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version.

Monsanto Company

07-CR-192E-2

Agency Internal Use Copy

Page 61 0of 175
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Paporwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per res ponsé for reglstration aclivities and 0.25 hours per
response for reregistration and special review aclivities, including time for reading the inslruclions and compleling the necessary forms. Send commenls regarding the burden estimale or any
other aspect of this collectfon of information, including suggestlons for reducing the burden to: Director, OPPE Informalion iManagement Division (2137), U.S. Environmental Proleclion Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: December 7, 2009

EPA Reg. No.fFile Symbol: 524-551 Page 43 of 57

Applicant’s/Regisirant's Name & Address:
Monsanto Contpany, 800 N. Lindberg@lvd., St. Louis, MO 63167

Product: MON 88017

Ingredient B... Cry3Bbl protein and the genetic material {vector ZMIR39) necessary for its production in event MON 88017 corn (QECD Unig

ue Identifier; MON-88¢117-3)

Guideline Reference Number

Guldeline Study Name

MRID Number

Submitter

Slatus Note

N/A

Petition for Exemption {rom the Requirement of a
Tolerance for Bacilhs Whnringicnsis Cryt, Cry2, and Cry3
Classes of Proteins and the Genetic Material Necessary
for the Production of These Proteins In or On All Raw
Agricullural Commoditics When used as Plant-Peslicide
Active Ingredients.

PP 7F4888

Mansanto Company

Tolerance
QWN Exemption

885.1100

MecCoy, R. L. and A. Sivanovich (2003). Bioinformatics
Analysis of the CP4 EPSPS Protein Utilizing the AD4,
TOXINS and ALLPEPTIDES Databases. MSL18752

466361-01

Monganto Conzpany

WM Inert Ingredicm

285.1100

McCay, R L. and A. Sivanovich (2005), Updaled
Bioinformatics Evaluation of the CP4 EPSPS Protein
Utilizing the ADS Database, MSL19894

46636 1-02

Monsante Company

OWN Inert lngredicm

8853050

Monsanto Company (1995). Submission of Toxicology
Dxata in Support of a Tolcrance Petition for CP4 EPSFPS as
a Plant Pesticide Formulation Inert Ingredicnt.
Transmiltal of | Study,

436919-00

Monszanlo Company

OWN Inert Ingtedicnt

885.3050

Harrison, L., M. Bailey, I3, Nida, M. Taylor, L. Holden
and S, Padgette {1993). Preparation and Confirmation of
Doses for an Acute Mouse Feeding Study With CP4
EPSPS. Lab Project Numbers; 92-01-30-12: 92-419-719

436919-01

Monsante Companty

OWN Inert tngredient

Signature //

Name and Title
J. Austin Bums, Ph.I).
Regulatory Affairs Manager

Date
December 17, 2009

EPA Form 8570-359-67) Eleclronic and Paper versions available. Submil only Paper version.

Monsanto Company

07-CR-192E-2

Agency Internal Use Copy

Page 62 of 175
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e Form Approved OMB Ne. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 3,W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collecllon of informatlon is estimated to average 0.25 hours per response for regislration aclivities and 0.25 hours per
response for rereglistration and speclal review activities, including lime for reading lhe inslructions and compieting lhe necessary forms. Send commenls regarding the burden estimate or any

other aspect of this coliection of Information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2 t37), U.5, Environmental Proteclion Agency,
401 M Streel, S.wW., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol: 524-551 Page 44 of 57
Applicants/Registrant’s Name & Address;
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017
Ingredlent B./. Cry3Bb1 protein and the genctic materiat (vector ZMIR39) necessary for its production in event MON 88017 com (OECD Unigue Identifier: MON-88@17-3)
Guideling Reference Number Guideline Study Name MRID Number Submitter Stalus Note

Padgette, §., G. Barry, D. Re, D. Eichholtz, M. Weldon,
K. Kolacz and G. Kishore (1993). Purification, Cloning,
and Charactenzation of a Highly Glyphosate-Tolerant 5-
Enolpyruvylskinate-3-phosphate Synthase from

885.1100 Agrobocterimm sp. Strain CP4, MSL-t2738 438076-01 Monsante Company OWN Inert Ingredicnt

Bishop, B. (1993). Production of CP4 EPSP in a 100
Liter Recombinant Escherichia coff Fermentation, MSL-
885.1100 12389 438076-02 Monsante Company DWN Inert Ingredient

Heeren, R., 8. Padgette and M. Gustafson (1993). The
Purification of Recoinbinant Escherichia cali CP4 5-
enolypyruval-shikimate-3-phosphate synthase for
885.t100 Equivalence Studies, MSL-12574 438076-03 Monsanto Company OWN Inert Ingredient

Monsanto Company (1993). Submission of Product
Chemistry, Toxieol ogy and Pesticide Fate in Animuls
Data in Support of the Exemption for the Requirement of
a Petition for Toleranee for CP4 EPSPS. Transmittal of 4
NiA studies. 436433-00 Monsanto Conipany DWN tnert Ingredicnt

Harison, L., M. Bailey, R. Leimgruber, C. Smith, D.
Nida, M. Taylor, M. Gustafson, B, Heeren and S.
Padgene (1993). Characterization of Microbially-
Expressed Protein: CP4 EPSPS. Lab Projeet Number:
885.1t00 52/0t/30114- 12901 436433-01 Monsanto Conipany OWN Lnert Ingsedient

Signature Name and Title Date

// W J. Austin Bums, Ph.D. December 17, 2009

Regulatory Affairs Manager

EFA Form 8_5-7_{1@5{9-_9?) Electronic and Paper verslons avaifable. Submil only Paper version. Agency Intarnal Use Copy
Monsanto Company 07-CR-192E-2 Page 63 0f 175
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FEPA

Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.,

Washington, D.C, 20460

Paperwork Reduction Act Notice: The public repoarting burden for this collection of information Is estimaled to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregisiration and special review aclivities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Slreet, S.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009

EPA Reg. No./File Symbol: 524-551 Page 45 of 57

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167

Product: MON 88017

Ingredient B.;. Cry3Bb] profein and the genetic material {vector ZMIR39) necessary for ils preduction in evenl MON 88017 corn (OECD Unique Identifier: MON-83@17-3)

Guideline Reference Number

Guideline Study Name

MRID Number

Submliter Status Nole

885.1100

Lee, T., M. Bailey, C. Smith, ). Zeng, E. Elswick and P
Sanders (1995). Asscssment of the Equivalence of CP4
EPSPS Protein Produced in Escherichia colit and
European Com Borer Resistant Com, Lab Project
Number: 94-01-39-10: MSL~]13520

43643302

Monsante Company OWN inert ingredient

885.3050

Naylor, M. (1953). Acute Oral Toxicity Study of CP4
EPSPS in Albino Mice. Lab Project Number: 92223

436433-03

Monsanto Caompany OWN inert ingredient

§85.1100

Ream, L, M. Bailey, 1. Leach and §. Padgette (1993),

. Assessment of {he in vitro Digestive Fale of CP4 EPSPS

Synthase. Lab Projeet Number: 92-01-30-15: 12949

436433-04

Monsanio Company OWN inert Ingredient

N/A

Revisions and Clarification to the Terms & Conditions of
Registration for Corn Event MON 863 and YieldGard®
Plus Corn; Progress Report on Multiple IRM-Related
Aetivities for MON 863; and Response to EPA Letter
Dated August 13, 2004 Submitted 7/7/2005.

N/A

Terms &

Monsanto Company OWN Conditions

NIA

Siegfried, B. and T. S pencer (2005). Susceptbility of
Neonate Rootworm Larvae to the Cry3Bbl Toxin from
Bacilfus thuringinesis. This report satisfics the Insect
Monitoring Terms & Conditions,

467255-01

Terms &
Conditions

Monsanto Company OWN

Signature

NN

Name and Title Date
I. Austin Burns, Ph.D. December 17, 2000
Regulatory Affairs Ma nager

EPA Form 8570:3548-97) Eleclronic and Paper versions available, Submit only Paper version.

Monsanto Company

07-CR-192E-2

Agency Internal Uso Copy

Page 64 of 175
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- Form Approved OMB No. 2070-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this colleclion of Informallon is estimaled lo average 0,25 hours per response for registrallon aclivilies and 0.25 hours per
response for reregisiralion and special review activilies, including lime for reading the insiruclions and completing the necessary forms. Send commenis reganding the burden eslimale or any
olher aspect of this colleclion of information, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S, Enwvironmental Prolection Agency,
401 M Sireel, SW., Washinglon, DC 20460. Do nol send lhe form lo this address.

DATA MATRIX

Dale: December 17, 2009 EPA Reg. No./File Symbol: 68467-5 Page 46 of 57
Applicant’s/Regislranl’s Name & Address:
Monsanto Comnpany, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection
Ingredient 8.1, Cry34/35Abl Insecticidal Crystal protein and the genetic material necessary for its production (plasmid inscrt PHP17662) in com (OECD Identifier: DAS-59122-7)
Guideline Reference Number | Guideline Sludy Name MRID Number Submiller Slalus Nole

Phosphinothricin acetyltransferase (PAT) protein: In

Vitio Digestibility Study 45041501 64867 PER

PS149B] Binary Insccticidal Crystal Protein: Acute

Toxicity to the Earthworm in an Artificial Substrate 45360201 68467 PER

Microbial PS{49B1t Binary Delta-Endotoxin: Maize-

Insect-Pest Susceptibility Study 45242204 68467 PER

Comparison of the Amino Acid Sequence of the Bacillus
thuringiensis Strain PS{49B] 13.6 kDa and 43.8 kDa
Insccticidal Crystal Proteins 10 Known Protein Allergens 45242205 68467 PER

PS149B1 14 KDA Protein: Acuic Oral Toxicity Siudy in
CD-1 Mice 45242207 68467 PER

PS149B1 44 KDA Protein: Acutc Oral Toxicity Study in

CD-1 Mice 45242208 68467 PER
Stgnature Name and Title Date
AN 1. Austin Bums, Ph.D. December 17, 2009
] bl Regulatory Affairs Manager
9-97) Electronic and Paper versions avallable. Submil only Paper versien, Agency Internal Use Copy
Monsanto Company 07-CR-192E-2 Page 65 of 175
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- Form Approved OMB No. 2070-0080
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notice: The pubiic reporting burden for this collection of informalion Is estimated fo average 0.25 hours per response for registration aclivilles ard 0.25 hours per
response for reregisiration and speclal review activities, inciuding time for reading the instruclions and compieling the necessary forms. Send comments regarding the burden estimate or any

ofher aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S. Environmental Prolecfion Agency,
401 M Street, S.W., Washinglon, DC 20480. Do not send the form to this address.
DATA MATRIX

Date: December 17, 2009 . EPA Reg. No./File Symbol: §8457-5 Page 47 of 57
Anplicant's/Registrant’s Name & Address:

Monsanto Company, 800 N. Lindbergh B)vd., St. Louis, MO 63167 Product: Herculex® RW Insect Profection
ingredienl  B.7. Cry34/35Ab] Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn (OECD ldentifier; DAS-59122-7}
Guideline Reference Number Guideline Study Name MRID Number Submiller Status Note

PS1498t td KDA and 44 KDA Proteins: Acute Oral
Toxicity study in CD-t Mice 45242209 68467 PER

PS5t49B| Binary Insccticidal Crystal Protein: A Dictary
Toxicity Study with the Ladybird Becetle 45242210 68467 PER

The Tri-Trophic Interaction Between PSt49Bt
Transformed Maize, Comn Leaf Aphid and Ladybird
Bectle 452422t t 68467 PER

tn Vitro Digestibility of PS145B | Protcins 45242212 68467 PER

Microbial PSt49B t Binary tnsecticidal Crystal Protein,
Pollen Expressing PS t49Bt Binary Insecticidal Crystal
Protein, and Individual PS149B | t4kDa and 44 kDa
Insecticidat Crystal Proteins: Evaluation of Dictary

Exposurc on Honeybee Devclopment 45340701 68467 PER
Signature Name and Title Date
W' 1. Austin Bums, Ph.D. December 17, 2009
e Regulatory Affairs Manager
EPA Form 8 (9-97) Electronic and Paper versions available. Submil only Paper version. Agency internat Use Copy
Monsante Company 07-CR~192E-2 Page 66 of 175
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~ Form Approved OMEB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washinﬁ_gton, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colledicn of information is estimated fo average 0.25 hours per response for regislration aclivilies and 0.25 hours per
response for reregisiration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimale or any
olher aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S. Environmental Profection Agency,
401 M Street, S.W., Washinglon, DC 20460. Do nol send the [orm {o this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.FFlle Symbol; 68467-5 Page 48 of 57
Appllcant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbelgh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Profection
Ingredient __ B.r. Cry34/35AbI Insccticidal Crystal protein and the genetic inaterial necessary for its production (plasmid insert PHP17662) in com (OECD Idcntifier: DAS-59122-7)
Guideline Reference Number Guldeline Sludy Name MRID Number Submitter ] Status Note
Theimolability of PS1498 | Binary Della-Endotoxin 45358401 68467 PER
Heat Lability of tndividual Proteins of the PS 14981
Binary ICP 45584501 68467 PER
In Vitro Simulated Gastric Fluid Digestibility Study of
Microbially Derived Cry34Ab| Protein 45584502 68467 PER
Assessment of Chronic Toxicity of Diet Containing
Bacillus thuingicnsis PS 149B1 Insecticidal Crystal
Prolein to Collembola (Folsomia candida) 45790406 68467 PER
Characterization of Cry34Abt and Cry35Ab( from
Recombinant Pseudomonas Fluorescence and Transgenie
Maize 45790401 68467 PER
Name and Title Date
J. Austin Burns, Ph.D. December 17, 2009
Regulatory Affairs Manager

Agency Internal Use Copy

Monsanto Coinpany 07-CR-192E-2 Page 67 of 175
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Y Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductton Act Notice: The public teporting burden for this collection of information is estirnated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, inciuding fime for reading the instructions ard compieng the necessary forms. Send comments regarding the butden estimate or any
other aspect of this collection of informatlon, including suggestions for reducing the burden to: Director, OPPE Informatlon Management Divislon (2137), U.S, £nvironmental Protectlon Agency,

401 M Street, 5.W., Washington. DC 20460. Do not send the form to this address.
DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symhot: 68467-5 Page 49 of 57
ApplicantstRegistrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection
tngredient  B.r. Cry34/35Ab1 Insecticidal Crystal protein and the penelic material necessary for its preduction (plasmid insert PHP17662) in corn (QECD Identifier: DAS-59122-7)
Guideline Referance Number Guideline Study Name MRID Mumber Submitler Status MNote

PS t49B t Binary Insecticidat Crystal Protein: An 8-Day
Dictary Study with the Rainbow Trout, Oncorhynchus .
nykiss, Watbaum 45790403 68467 PER

PS149B Binary Inscelicidat Crystat Protein: An Acute
Toxicity Study with the Daphnid, Daphnia magna Straus 45790404 68467 PER

PSt49B1 Binary Insccticidat Crystat Protcin: Dietlary
Toxicity to Parasitic Hynuenaptera (Nasonia vitripennis) 45700405 68467 PER

PS(49B | Insccticidal Crystat Protein: Dictary Toxicity o
Green Lacewing Larvae (Clirysoperta camea) 45790407 68467 PER

SDS-PAGE Sensitivity Anatysis for Cry35Abt in Support
of the Sitnulated Gastric Fluid Digestion Study

MRID#45242212 45750408 68467 PER
Signature Name and Title Date
_CZ 7 Z 1. Austin Burns, PhD. December 17, 2009
= Regulatory Affairs Manager
ZPA Form 8870445 (3-97) Electronic and Paper versions avaitabte. Submlt only Paper version, Agency tnternat Use Copy
Monsante Company 07-CR-192E-2 Page 68 of 175
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H Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Netlce: The public reporting buiden for thls collectlon of information is estimated 1o average 0.25 houts per 1esponse for registration aclivilies and 0,25 hours per
response for reregistration and special review aclivilies, including time for reading the Instructions and completing the necessary forms. Send comments regarding 1he burden eslimale or any

other aspeci of this collectlon of informatlon, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S. Environmantal Protection Agency,
401 M Street, S.W,, Washington, DC 20466. Do not send the form to this address,

DATA MATRIX

Date: December 17, 2009 EPA Reg. No fFile Symbol: 68467-5 Page 50 of 57
Applicant's/Registrant's Name 8 Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW [nsect Protection
Ingredient  B.2 Cry34/35Ab] Insecticidal Crystal protein and the genelic material necessary for its production (plasmid insert PHP17662) in corn (OECD Identifier: DAS-59122-7)
Guideline Reference Number Guidellne Study Name MRID Number Submitler Status Note

Trail Durability and Experimental Use of Transgenic
Maize Expressing Lhe Insecticidal Crystalling Proteins
Cry34Abl and Cry35Abl 45790409 68467 PER

Degradation of Microbial Binary PS149B 1 Delta-
Endotoxin in a Repicsentative Soil from lhe Mid-Western
USA Maize-Giowing Region : 45242214 68467 PER

Clisracterization of DNA inseried into Transgenic Comn
Events E4497.42.1.34, E4497 45.2.16, E4497.59.1.10,
E4497.66.1.27, E4497.71.1.29 and E44587.71.1.33 45790402 68467 PER

Field Efficacy of Cry34Ab1/Cry35AL1 Maize Events
Against Comn Roolworms 45790410 68467 PER

Summary of Heat Lability Swudies with :
Cry34AbL/Cry35 At 45803601 68467 PER

Signature Name and Title Date

7 e . Austin Bums, Ph.D. December 17, 2009

Regulatory Affairs Manager

EPa FOTWU—:}S {9-97) Eleclronic and Paper versions available. Submit only Paper versicn. Agency tnternal Use Copy

Monsante Company 07-CR-192E-2 Page 69 of 175
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~ : Form Approved OMB No, 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
Washington, D.C, 20460
Paperwork Reductlon Act Notice: The public reporting burden for 1hls collectlon of information is estimated 10 average 0.25 hours per respense for registration activilies and 025 hours per
respanse for reregistration and special review aclivities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

aother aspect of this collection of Infarmation, including suggestions for reducing the burden ta: Director, OPPE Information Management Division {2137), U.S. Environmenlal Protection Agency,
401 M Sireet, SW,, Washinglon, DC 20460. Do not send the form to this address.

DATA MATRIX

Dalte: December 17, 2009 EPA Reg, Na.fFile Symbal; 88467-5 Page 5t of 57
Applicant's/Registranl's Name & Address:;
Monsanto Cornpany, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Praduct Herculex® RW fnsect Protection
Ingredient  B.t. Cry34/35AbI Inseclicidal Crystal prolein and the genelic malerial necessary for its produciion (plasmid insert PHE t7662) in corn (CECD Identifier: DAS-59122-7)
Guldeline Reference Number Guideline Sludy Name MRID Number Submitter Stalus Note

Slide Presentation Summanizing Cry34Ab1/Cry35Ab1

Heat Inactivation Studics, 45860201 638467 PER

Independent Laboratory Validation Pioneer Hi-Bred
international, Inc. ELISA Method for the Quantitification
of Cry34Ab1Prolein frain Transgenie Plants 4612390t 68467 PER

Tndependent Laboratory Validation of Dow AgroSciences
Method GRM 03.13, "Determination of Cry35Ab1
ingeclicidal Crystal Prolein in Maize Tissue by enziime
Linked Immunosarbent Assy” 46123902 68467 PER

Cry34/35 Protein Distribution and Familiarity 46123903 68467 PER

Agronomic Characteristics, Quantitalive ELIS A and
Mutrient Campositian Analysis of Hybrid Maize Lines
Containing Cry34Abt, Cry35Ab1 and PAT Genes: Chile

Locatigns 46123904 68467 PER
Signature Name and Title Date
coN Al J. Austin Burns, Ph.D. December 17, 2009
= ) Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versians available, Submit only Paper versian, Agency Internal Use Copy
Monsanto Company 07-CR-192E-2 Page 70 of 175
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~ Form Approved OMB No. 2670-0060
VE PA UNITED STATES ENVIRONMENTAIL. PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20450
Paperwork Reductlon Act Notice: The public reporting burden for this cotlectton of Information Is eslimaled Lo average .25 hours per fesponse for reglsiralion aclivilies and 06.25 hours per
respense for rereglsiralion and speclat review aclivittes, including lime for reading the instruclions and compleling the necessary forms. Send comments regarding lhe burden estimate or any

cifver aspeci of this celleclion of informalion, including suggeslions for reducing the burden to; Directer, OPPE Infermalten Management Division (2137), U.S, Environmental Proleclion Agency.
401 M Slreet, S.W., Washinglon, DC 20460. De nol send the form 1o lhis address,

DATA MATRIX

Date: December 17,2009 EPA Reg. No.fFite Symbel: 68467-5 Page 52 of 57
ApplicantsfRegistranl’s Name & Address;

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection
Ingredient  B.t Cry34/35AbI Inseclicidal Crystal protein and the genetic material necessary for its production (plasmid insert PHPI7662) in comn (OECD Identifier: DAS-59122-7)
Guideline Reference Number Guideline Sludy Name MRID Number Submiller Slalus Note

Biological equivalency of Cry34/35Ab1 insceticidat
crystal protein in transgenic plents and derived from
transgenic Pseudomonas floresgens ; 46123905 68467 PER

Characlerization of Cry34Abt and Cry35Abt Proleins
Derived froin Transgenic Maize evenl E4497.59.1.22
{DAS-59122-7) 46123906 68467 PER _l

Characterization of Phosophinathricin Acetyltransferase
(PAT) Derived from Transgenic Maize Event
E4457.59.1.22 46123907 638467 PER

Characterization of DNA Inserted into Transgenic Corn
Events DAS45216-6 and DAS-59122.7 46123508 63467 PER

Detaited characterization of DNA inscried into transgenic

corn events DAS-45216-6 and DAS-59122-7 46123909 68467 PER
Signature Name and Title Date
W J. Austin Burns, Ph.D. December 17, 2009
// Regulatory Affairs Manager
EPA Fomn 85704359-97) Electronic and Paper versions available, Submil only Paper version, — Agency intornal Uso Copy
Monsanto Company 07-CR-192E-2 Page 71 of 175
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SEPA

Form Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paporwork Reductlon Act Notice: The public reporting burden for Ihis colleclion of Information is estimated lo average 0.25 hours per response for reglstration aclivilies and 0.25 hours per
response for reregistration and special review activities, Including time for reading the insiructions and compleling the necessary forms. Send commenls regarding the burden estimale or any
other aspect of this collection of informalion, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S. Environmental Proleclion Agency,
401 M Sireel, SW.. Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009

EPA Reg. No.JFile Symbol: 68467-5 | Page 53

of 57

Applicant's/Registranl's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167

Product: Herculex® RW fnsect Protection

Ingredient

B.1, Cry34/35Ab] Inscclicidal Crystal prolein and the genetic malcrial necessary for ils produclion (plasmid insert PHP17662) in corn (OECD Identificr: DAS-59122-7)

Guldeline Reference Number Guideline Sludy Name MRID Number Submilter _Stalus Note
Evaluation of microbe derived cry34Ab1 and Cry35AbI
proleins for prolein synihesis inhibitation activity 46123910 68467 PER
Nulritional Equivalency Study of Maize Containing
Cry34Ab| and Cry3SAB . Poullry Feeding Study 46123911 68467 PER
“The cffeet of Cry34Abt/Cry35Ab1 prolcins on the
development and miortality of the Ladybird beetle
Colemegilla maculata DeGeer 46123912 68467 PER
Non-Jarget Invertcbrate Ecological Risk Assessment for
Field Com Expressing Cry34Ab| and cry35Ab1
I ticidal Crystal Proteins in Event DAS-551227 46123913 68467 PER
Evaluation of the impact of com rootworm control
strategies on non-target arthropeds 46123914 68467 PER
5 Name and Title Date
W J. Austin Bums, Ph.D. December 17, 2009
= Regulatory Affairs Manager

EPA Form

Monsante Company

(5-97) Electronic and Paper versions available. Submil only Paper version.

07-CR-192E-2

Agency Internal Use Copy

Page 720f 175
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~ Form Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Roduction Act Notice: The public reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0,25 hours per
response for rereglsiration and special review activilies, including time for reading the Instructions and completing the necessary lomns. Send comments regarding the burden estimate or any

other aspect of this collection of information, Including suggestlons for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the torm to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. NoJFile Symbol: 68467-5 Page 54 of 57
Applicant'sfRegistrant’s Name & Address:
Monsanto Company, 800 N. Lindberglt Bivd., 8t. Louis, MO 63167 Product: Herculex® RW [nsect Protection
Ingredlent  B.t. Cry34/35Ab1 Insecticidal Crystal protein and the genetic material necessary for its production (plasenid mscrt PHP17662) in corn (OECD Identifier: DAS-59122-7)
Guideline Reference Number | Guideline Study Name MRID Number Submitler Status Note

Investigations inlo Dose of Cry3d Ab1/Cry35Ab1
Rootworm-Resistant Maize Event DAS-59122-7 Against
Weslern and northern Com Rootworms in Suppait of
Trait DurabilityPlans 46123915 68467 PER

Effeet on Western Comn Rootworm Adults of Feeding on
Cry34/35Abl-Com Rootworm Proteeted Com Tissuc and
tmplications for Product Durability 46123916 68467 PER

Evaluation of endangeied/lhreatened inscet species
relative to the usc of Cry34 Ab/Cry35Ab1 com rootwornin-
1esistant maize hybirds 46123917 68467 PER

Trait Durability Plan for Cry34/35-Com Rootworm
Pratected corn Event DAS-59122-7 Following
Commercialization 46123918 68467 PER

Simulations of Com Rootworm Adaplatian to Cry34/35-
Com Roolworm Pratecled Cain in Support of Trait
Durability Plans for Event DAS-59122-7 46123919 68467 PER

Signature Name and Title Date

W 7, Austin Burns, Ph.D. December 17, 2009

chylatory Affairs Manager

0-35 (9-97) Eleclronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy

Monsanto Company 07-CR-192E-2 Page 73 of 175
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~ Form Approved OMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this collectlon of Informatlon is estimated to average 0.25 hours per response for registration activities and 0.26 hours per
response for reregistralion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other as pect of this collection of information, including suggestions for reducing the burden to: Dlrector, OPPE Infarmation Management Division {2137), U_S, Environmental Proteclion Agency,
401 M Slreet, S,W,, Washington, DC 20460. De nol send lhe form lo this address,

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.fFile Symbol: 68467-5 Page 55 of 57
Applicart’s/Reglstranl’'s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Produd: Herculex® RW [nsect Protection
Ingredient  B... Cry34/35Ab| Insecticidal Crysial protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn {OECD Identifier: DAS-52122-7)
Guideline Reference Number | Guldeline Study Name MRID Number Submitter | Status Nole

Digestion of Allergenic and Non-Allergenic Proteins in
Simulated Gaslric Fluid ) 46123920 68467 PER

Public nterest Document for Cry34/35Ab1 Com
Rootworm-Protected Com . 4612392 | 68467 PER

Evaluation of the Sequence Similarities of the Cry34Abl,
ery35Ab1, and PAT Pioteins to the Publie Protein
Sequence Dalasets 46584701 63467 PER

CECD. 19. Consensus document of gencral information
conceming the genes and their enzymes that confer
toleranee to phosphinothricin habicide.
ENV/IMMONO{29313. 26p. 68467 PL

Safety evaluation of the phosphinothricin
acetyltransfease proteins encoded by the pat and bar
sequenees that confer tolerance to glufosinatc-ammonium
herbicide in transgenic planis. Regulatory Toxicology &
Pharmacology 41 (2005} 134-149, 68467 PL

Signature Name and Title Date

W i 1. Austin Burns, Ph.ID. December 17, 2009
Lo

Regulatory Affairs Manager

{9-97) Electronle and Paper versions available, Submiil only Paper version, Agency Internal Use Copy

Monsanto Company 07-CR~192E-2 Page 74 of 175
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~ Form Approved OMB No. 2070-0060
i‘i'E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C, 20460

Papetwork Roductlon Act Notlce: The public reperding burden for this collection of Informallon is eslimated to average 0.25 hours per response for registration activities and 0,25 hours per
response for reregistration and special review activities, Including tlme for reading the instructions and completing the necessary forms. Send comments regarding the burden sstimate or any
olher aspect of this collection of information, including suggestions for reducing the burden to: Director, OPFE Information Management Divislon (2 £37), U.S, Environmental Proteclion Agency,
401 M Streat, S.W., Washington, DC 20460, D¢ not send the form to this address.

DATA MATRIX

Date; December 17, 2009 EPA Reg. No/File Symbol: 68467-5 Page 56 of 57
Applicanl's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection
Ingredient  B.£ Cry34/35Ab1 Insecticidal Crys(al protein and the genetic material necessary for its production (plasmid insert PHP17662) in com (OECD ldentifier: DAS-59122-7)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Product Characterization Data for Bacillus thuringicnsis
Cry34Abt and Cry35Ab| Proleins Expressed in
Transgenic Maizg Plants (PHP17662) 45790601 63467 PER

Quantitalive ELISA Analysis of Cry34Ab] and
Cry35Abt Proteins Expressed in Maizs Plants
Transformed with the Veclor PHP17662 45833201 68467 PER

Addendum 1o MRID # 4575060, Producl

Characlerization Data for Bacillus thuringiensis
Cry34Abt and Cry354Ab1 Proteins Expressed in
Transgenic Maizc Plants (PHP 17662} 46030001 68467 PER

Probe MOA S ludies Lo Assess Polential for Protein
Synthesis Inhibition by Bacillus thuningiensis PS (49B]
cry3d4Abl/ery35Ab| Proteins in a Rabbil Reticulocyte
Assay: Re-examination of Lab Notcbook Data 45942801 68467 PER

Digestior efficicncy of allcrgens and non-ailergens in

simulaled gasiric fivid 46388601 68467 PER
Signature Name and Title Date
C AN 1. Austin Bums, Ph.D. December 17, 2009
— Regulalory Affairs Manager
EPA Fonm 8570.25 (0-97) Elecironic and Paper versicns available. Submit only Paper version, o Agency Internal Use Copy
Monsanto Company 07-CR-192E-2 Page 750f 175
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~ Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Strest, S.W.
Wash'tllggm, D.C, 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of Informalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
respanse for reregistralion and speclal review activities, including time for reading the instruclions and completing the nacessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, induding suggestions for reducing the burden to: Birector, OPPE Information Managemenl Division {2137}, U.S. Environmental Protection Agency,
401 M Street, S.W., Washinglon, DC 20460, Do not send the form to this address,

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol: 84675 Page 57 of 57
Applicant'sfRegistrant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product. Herculex® RW [nsect Protection
Ingredient  B.t Cry34/35Ab1 Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn {OECD Identifier: DAS-59122-7)
Guideline Reference Number Guideline Study Name MRIE Number Submitter Status Note
Evaluation of the Sequenee Similarities of the Cry34Abl,
Cry35Abl, and PAT Proteins to the Public Piotein
Sequence Datasets 4658470t 63467 BER
Investigation of Potential Interaction between Cry | F and
the Binary Cry34Ab 1/Cry15Ab! Proteins 46343806 68467 PER
Signature Name and Title Date
W” J. Austin Bumns, PIL.D. December 17, 2009
e Regulatory Affairs Manager
EPA Form 8578435 (9-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 07-CR-192E-2 Page 76 of 175
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Form Approved OQME No. 2070-0080
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingfon, D.C. 20460

Paperwork Reduction Act Notice: The publlc reporting burden for this collecllon of information Is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregistration and special review aclivilies, Including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any
olher aspect of this collection of information, Including suggestions for reducing the burden tor Director, OPPE Information Management Division {2137), U.S. Environmental Proteclion Agency,
401 M Street, S.W., Washinglon, DC 20460, Do not send the form lo this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol: 524-581 Page | of 57
Applicants/Registrant's Name & Address: Product: MON 82034 x TC1507 x
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 MON 88017 x DAS-59122-7

Ingredient  Bacillus thuringiensis Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab]1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP§999, PV-ZMIR39, and
PHP17662) Necessary for their Production in MON 89034 x TCI507 x MON 88017 x DAS-59122-7 {CECD Unique ldentifier: MON-89©34-3 x DAS- 31507 x MON- 88@17-3 x DAS-
5%122-7)

Guideline Reference Number Guideline Slu MRID Number Submitier Status Note
Administrative
Monsanto Company OWN This Application
Supporting data
Monsante Company OWN This Application
Bencfits
Monsanto Company OWN This Application
Signature Name and Title Date
W > J. Austin Bums, Ph.D, December 17, 2009
— Regulatory Affairs Manager
EPA Form 8530-35 {9-97) Elecironlc and Paper verslons available. Submit only Paper version. Pubtic Filo Copy
Monsanto Company 07-CR-192E-2 Page 77 of 175

514



401 M Street, S.W.
Washington, D.C. 20460

3E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Farm Appraved OMB No. 2070-0060

401 M Street, SW., Washington, DC 20460. Do not send the form to this address.

Paperwork Reductlon Act Notice: The public reporting burden for this collection of informallon is estimated to average 0.25 hours per response for registration actlvilies and 0.25 hours per
respanse for rereglstration and speclal review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coliection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.8. Environmental Protection Agency,

DATA MATRIX
Date: December 17, 2009 . EPA Reg. No/File Symbol: 524-XXX | Page 2 of 57
Applicant's/Registrant's Name & Address: Product: MON £9034 x TCI1507 x MON 88017
Monsanto Conipany, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 DAS-59122-7

ingredient  Bacillus thuringtensis CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR3Y, aid
PHP17662) Necessaty for their Production in MON 89034 x TCE507 < MON 88017 x DAS-59122-7 (OECD Unique Identifier: MON-8%(34-3 x DAS- @1537 x MON- 8817-3x DAS-

59122-T)
Guideline Reference Number Guidetine Study Name MRID Number Submilter Status Note
Monsanto Company OWN Administralive
Product
Characterizatian
Monsante Company QWN
Product
Characterization
Monsatto Compaty OWN
Product
Charaderization
Monsanto Company OWN

Name and Title

Signature
W J, Austin Burms, Ph.D.
] | Reguiatory Affairs Manager

Date
December 17, 2009

EPA Form §570-35 (9-97) Electronic and Paper versions available. Submit anly Paper version.

Monsante Company 07-CR-192E-2

Publlc Fite Copy

Page 78 of 175
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o Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paporwork Reduction Act Notice: The public reporting burden for thls collecllon of Information is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per
response for reregistrafion and special review acllvities, including time for reading the inslructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Oivision (2137), U.S. Enwironmental Protection Agency,
401 M Streel, S.W., Washington, OC 20460, Do not send the form to Lhis address,

DATA MATRIX

Date: December 17, 2009 EPA Reg. No.fFile Symbal: 524-XXX 3 Page 3 of 57
Applicant'stRegistrant's Name & Address: Product: MON 89034 x TC1507 = MON 88017
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 DAS-59122-7

Ingredient  Bacillus thuringtensis Cry1A.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 Proteins and the Genetic Materials (Vectors PV-ZMIR245, PHPE999, PV-ZMIR39, and
PHP 17662) Necessary for their Production in MON 89034 = TC1507 < MON 88017 x DAS-52122-7 (OECD Unique ldentifier: MON-89634-3 x DAS- @157 x MON- §8@17-3« DAS-
59122-7)

Guideline Reference Number Guideline Study Name MRID Number ] Submilter Stalus Note
Product
Characterization
Monsanto Company DWN
Product
Charactcrization
Monsanto Company OWN
Product
Charactcrization
Monsanto Company OWN
Product
Characterization
Monsanto Company OWN
Enviroumenlal
Assessment
Monsanto Company OWN
Signature ; Name and Title Date
J. Austin Burns, Ph.D. December 17, 2009
Regutatory Affairs Manager

EPA Form 8 5 (9-97) Electronic and Paper versions available. Submil only Paper version, Public Flle Copy

Monsanto Company 07.CR-192E-2 Page 79 0f 175
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o~ Farm Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Strest, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notice: The public reparting burden for this collection of informatlon is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per
respanse 1or reregistration and spectal review aclivities, including time for reading the instructions and complefing the necessary forms, Send comments regarding the burden esfimate or any

other aspect ol this colleclion of Infarmalion, including suggestions for reducing the burden to: Director, OPPE Information Management Divislon (2137), U.S. Enwvironmental Protection Agency,
401 M Street, SW., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol: 324-XXX | Page 4 of 57
Applicant'sfReglstranl’s Name & Address: Product: MON 89034 x TC1507 = MON 88017 »
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 DAS-59122-7

Ingredient  Bacilfns thuringiensis Cryl A 105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab] Profeins and the Genetic Materials (Vectors PV-ZMIR245, PHP8999, PV-ZMIR3Y, and
PHP17662) Necessary for their Production in MON 89034 x TC1507 = MON 88017 x DAS-59122-7 {OECD Unique ldentifier: MON-89@34-3 = DAS- @15G7 » MON- §8317-3x DAS-
59122-7)

Guideline Reference Number Guideline Sludy Name MRID Number ] Submitter Status Note
Environmental
Assessment
Monsanle Company OWN
Environmental
Assessment
Monsanto Company OWN
IRM
Monsanio Company OWN
Environmental
Assessnient
Monsante Company OWN
Environmental
Assessment
Monsanto Company OWN
Signature Name and Title Date
W" J. Austin Bums, Ph.D. December 17, 2009
- Regulatory Affairs Manager
EPA Form 8570-35 (9-97) Electronic and Paper versions avallable. Submit only Paper version, Public Flle Copy
Monsanto Company 07-CR-192E-2 Page 80 of 175
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~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coflection of infonnation s estimated to average 0.25 hours per response for registration activities and 0.25 houts per
response for rereglstration and s pecial review activities, incuding time for reading the instruclions and completlng the necessary forms. Send comments regarding the burden estimale or any
other aspect of this coflection of information, including suggestions for reducing the burden {o: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,

401 M Streel, SW,, Washington. DC 20460. Do not send the form to thls address.
DATA MATRIX

Date; December 17, 2009 EPA Reg. No./Fite Symbot: 524-575 Page 5 of 57
Applicant's/Reglstrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

Ingredient Bacillus thuringtensis Cryl A.105 and Cry2Ab2 Proteins and the Genetic Maleriaf (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
ldentifier: MON-8934-3)

Guideline Referencae Number Guideline Study Name MRID Number Submitter Status Note
Monsanlo Company OWN Administrative
Product
Monsanio Company OWN Characlerizalion
Product
Monsanto Company OWN Characlerization
Produet
Monsanio Company OWN Characterization
Product
. . A . . S Monsanto Company OWRHN Charoclerization
Signature Name and Title Date
W 1. Austin Burns, PA.D. December 17, 2009
3 . Regutatory Affairs Manager
{(EBA Form 8570-35 {9-87) Etectronic and Paper versions avaitable, Submit only Paper version. Public Fite Copy
Monsanto Company 07-CR-192E-2 Page 81 0f 175
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~ Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The publlc reporting burden for thls collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and s pecist review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of inlormation, Including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, .5, Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg, No./File Symbol; 524-575 Page 6 of 57
Applicant's/Reglstrant’s Name & Address:
Monsante Company, 800 N. Lindbergh Bivd., 8t. Louis, MO 63167 Product: MON 85034

Ingredlent Bacilhes thuringiensis CrylA 105 and Cry2 Ab2 Preteins and the Genetic Material (Vector PV-ZMIR245) Neeessary for their Production in MON 89034 (OECD Unicque
Identifier; MON-8934-3)

Guideling Reference Number Guidetine Study Name MRID Number I Suhmitter Status Nota
Product
Monsante Company OWN Characterizalion
Product
Monsanto Company OWN Characterization
Product
Monsanto Company OWN Characterization
Product
Monsanlo Company OWN Characterization
Product
Monsanto Conipany OWN Chiaracterization
Signature Name and Title Date
oAl : 1. Austin Burns, Ph.D. December 17, 2009
- | Regulatory Affzirs Manager
CEy( Form 8570-35 (9-97) Eteclronic and Paper versions avaitable. Submit only Paper version. Pubtic Ftte Copy
Monsanto Company 07-CR-192E-2 Page 82 of 175
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. Form Approved OMB No. 2070-0060
'ﬂE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for this collectlon of infermation is eslimated to average 0,25 hours per response for registralion activities and 0.25 hours per
response for rereglsiration and special review activities, including time for reading the instructions and cornpleling the necessary forms. Send comments regarding the burden estimate or any
other aspecl of this colleclion of informalion, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Envirsnmental Prolection Agency,
401 M Street, S.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: December 17, 2000 EPA Reg. No./File Symbol: 524-575 Page 7 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product: MON 89034

Ingredient Bacilins thuringiensis Cryl A.105 and Cry2Ab2 Proteins and the Genetie Material (Vector PV-ZMIR245) Necessary for their Praduction in MON §9034 (OECD Unique
Identifier: MON-89(534-3)

Guideline Reference Number Gujdeline Study Name MRID Number Submitler Status Ncle
Product
Monsantc Company OWN Charactcrization
Product
Monsante Company OWN Characlerization

Human Health
Monsanto Company OWN Assessment

Human Health
Monsante Company OWN Assessinent

Human Hezlth

Monsanto Company OWN Assessment
Signature Name and Title Date
(/ cLvt—"—" 1. Austin Burns, PL.D, December 17, 2009
. - e | Regulatory Affairs Manager
EPA Ferfn 8570-35 (9-97) Eleclronic and Paper versions available, Submit only Paper version. Publle File Copy
Monsanto Company 07-CR-192E-2 Page 83 of 175
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~ ) Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Roductlon Act Notlce: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review activities, including fime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this colleclion of informalion, including suggestions for reducing the burden to: Direclor, OPPE Information Management Division (2137), U.S. Enviranmental Protection Agency,
401 M Street, S.W,, Washington, DC 20450. Do not send the form to thls address.

DATA MATRIX

Dale: December 17, 2009 EPA Reg. No./File Symbol; 524-575 Page 8 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product: MON 89034

Ingredient Bacitlus thuringiensis Cryl A-105 and Cry2 Ab2 Proteins and the Genetie Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
ldentifier; MON-89G34-3)

Guideline Reference Number Guldeline Study Name MRID Number Submiltler Status Nole

Human ticalth

Monsanto Company OWRN Assessment
Human Health
Monsanto Company OWN Assessment

Human Health

Mansanio Company OWN Assessment
Human Hezalth
Monsanio Company DWN Assessment
Human Health
Monsamo Company OWN Assessment
Fuman Health
Monsantc Company DWN Assessinent
Signature Name and Title Date

AN J. Austin Bums, Ph.D, December 17, 2009

Regulatory Affairs Manager

Pa-Form 8570-35 (9-97) Eleclronic and Paper versions available, Submit only Paper version, Public File Copy

Monsanto Company 07-CR-192E-2 Page 84 of 175
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- Form Approved OMS8 No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and speciat review activities, inchuding time for readtng the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coflection of infermation, including suggestions for reduclng the burden to: Director, OPPE tnformalfon Management Division (2137), U.S. Environmentat Proteciion Agency,
401 M Street, 8.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symbol: 524-575 Page 9 of 57
Applicant's/Registrant's Name & Address:
Monsante Company, 800 N. Lindbergh Blvd., St. Louts, MO 63167 Product; MON 39034

tngredlent Bacillus thuringiensis CrytA.105 and Cry2Ab2 Proteins and the Genetic Material (Vector PY-ZMIR 245} Necessary for their Production in MON $9034 (OECD Unique
ldentifier; MON-896334-3)

Guideline Reference Number Guideltine Study Name MRID Number l Submitter Status Nota
Human Health
Monsanto Company OWN Assessment

Human Health

Monsanto Company OWN A it

Environmentat
Monsanto Company OWN Assessment

Environmental
Monsagto Company OWN Assessment

Environmental
Monsante Company OWN A went

ignatur '

Name and Title Date
o R - J. Austin Bums, Ph.D. December 17, 2009
- Reguiatory Affairs Manager
ERpForm 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. ' Pubtte Fite Copy
Monsanto Company 07-CR-192E-2 Page 850f 175
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" Form Approved OMB No, 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporling burden for this coliection of information ts estimated {o average 0.25 hours per response {or registration aclivilies and 0.25 hours per
response for reregisiralion and special review activilles, including time for reading the Insinuctions and completing the necessary forms. Send commenis regarding the burden estimate or any

olher aspect of this collection of informalion, including suggestions for reducing the burden {o: Director, OPPE Information Managemeni Division (2137), U.S, Envircnmenial Prolection Agency,
401 M Sireel, S.W., Washinglon, DC 20460, Do not seénd the form to this address.

DATA MATRIX
Dale: December 17, 2009 EPA Reg. No./File Symbaot: 524-575 Page 0 of 57
Applicant’s/Registranl's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8. Louis, MO 63167 Product: MON 89034

Ingredient Barillus thringfensis CryTA. 105 and Cry2Ab2 Proteins and the Genelic Material (Veclor I'V-ZMIR245) Necessary for their Production in MON 89034 (OECD Unigue
Identificr; MON-8%(34-3)

(Guideline Reference Number

Guideline Study Name

Subrmilier Stajus Note

MRID Number |

Envirgnmentat
Monsanto Company OWN Asgsessment

Envirghmentat

Monsante Company OWN Asgessment
Environmental
Monsanto Company OWN Assessment

Enviromnentat
Monsanto Comnany OWN Assessinent

Enviromnentat
Monsante Company OWN A 1ent

Signature Name and Title Date

(AN J. Austin Burns, Ph.D, December 17, 2009

Regulatory Affairs Manager
Form 8570-35 (9-97) Elecironic and Paper versions available, Submil only P aper version, Public Fite Copy

Monsanto Company 07-CR-192E-2 Page 86 of 175
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-~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reductien Act Notlce: The public reporting burden for this collection of information Is eslimaled o average 0.25 hours per fesponse for regisiration activilies and 0.25 hours per
response for refegistration and special review aclivilies, including lime for reading lhe Instructions and completing the necessary forms. Send comments regarding the burden eslimaile or any

olher aspect of this colleclion of informalion, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S. Environmental Prolection Agency,
401 M Slreel, S.W,, Washinglon, DC 20460, Do not send the form to this address.

DATA MATRIX

Dale: December 17, 2009 EPA Reg. No./File Symbol: 524-575 Page ti of 57
Applicanl's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Preduct: MON 85034

Ingredieml  Bacillus thuringiensis Cryi A.105 and Cry2Ab2 Proleins and the Genelic Malerial (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
identifier: MON-3934-3)

Guideline Reference Number Guideline Study Name MRID Number I Submilier Slalus Note

Euvironmentat
Monsanto Company OWN Assessinent

Environmental
Monsanto Company OWN Assessment

Envimnmental
Monsanto Company OWN Assessment

Environmental
Monsanto Company OWN Assessiment

Envircninental

Monsanto Company OWHN Assessment
Stgnature N Name and Thile Date
A J. Austin Burns, Ph.D. December 17, 2009
K = Regulatory Affairs Manager
\EPA Form 8570-35 (9-87) Eleclronic and Paper versions available. Submil only Paper verslon. Public Flie Copy
Monsanto Company 07-CR-192E-2 Page 87 of 175
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-~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistralion and special review activilies, including time for reading the instruclions and compleling the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137}, U.S. Environmenlal Protection Agency,
401 M Slreel, 8.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2000 EPA Reg. No.JFile Symbol: 524-575 Page 12 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Lovis, MO 63167 Product: MON 89034

Ingredient Bacillns thuringrensis Cryl A.105 and Cry2Ab2 Proteins and the Genetic Material (Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique
ldentifier: MON-89E334.3)

Guideline Reference Number Guideline Study Name

Submilter Slatus Nole

MRID Number i

Envirenmental
Monsanto Company OWN Assessment

Environmental
Monsanlo Company OWN Assassment

Environmental
Monsanto Company OWN Assessiment

Environmental
hWomsants ComhRany QU Assessinent

Environmental

_— : A P T e eyl Monsanto Company OWN Ass !
Signature - Name and Title Date
_ ; 1. Austin Bums, Ph.D. December 17, 2009

Regutatory Affairs Manager

Ty

A, Form 8570-35 (8-97) Electronic and Paper versions available, Submit only Paper version.

Public File Copy

Monsanto Company 07-CR-192E-2 Page 88 of 175
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. Farm Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The pubiic reporling burden for this collection of information is estimated to average 0,25 hours per respanse for reglsiralion activilies and 0.25 haurs per
response for reregistration and special review aclivilies, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggeslions for reducing the burden to: Direclor, CPPE Information Management Division (2137), U.S, Environmental Protection Agency,
401 M Street, 5 W.,, Washington, DC 20460, Do not 5end the form te this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol: 524-575 Page i3 of 57
Appiicant’s/Registrants Name & Address:;
Monsanto Company, 800 N, L'mdberggh Blvd.,, St. Louts, MO 63167 Product: MON 89034

ingredient Bacillies thuringiensis CrylA.105 and Cry2Ab2 Proieins and the Genetic Matcrial (Veetor PV-ZMIR245) Necessary for tlietr Produciion in MON 89034 (OECD Unigue
Ideniifier: MON-89834-3)

Guideline Reference Number Submitler Stalus Nole

Guideline Study Name MRID Number

Environmental
Mansanto Conipany OWN Assessment

Environniental
Monsanto Company OWN Asscssment

Enviranmentai
M to Compary OWN Agsessimen)

Environmental
Monsanto Company OWN Assessment

Environmental

: . g e R SE Monsanto Company OWN Assessment
Signature Name and Title Date
W' 1. Ausiin Bums, Ph.D. December 17, 2009
e Reguialory Affairs Manager
EPA Form 8520-35 {8-97) Eleclrenic and Paper versions available. Submil only Paper version. ) Pubiic Flle Copy
Monsanto Company 07-CR-192E-2 Page 89 of 175
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{-‘,E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C, 20460

Form Approved OMB No. 2070-0050

401 M Street, SW., Washington, DC 20460, Do not send the form ta this address,

Papenwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
respanse for reregistration and special review activities, inctuding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE tnfarmation Management Diviston {2137}, U.S, Enviranmentat Protection Agency.

DATA MATRIX

Date: December 17, 2009

EPA Reg. No./File Symbot 524-575

Page 14 of 57

Applicant's/Registrant'’s Name & Address:
Monsanto Company, 840 N. Lindbergh Blvd., St. Louis, MO 63167

Praduct: MON 89034

Identifier: MON-§9434-3}

ingredient Baciflus thuringiensrs Cry 1A.105 and Cry2Ab2 Proteins and the Genetic Material {Vector PV-ZMIR245) Necessary for their Production in MON 89034 (OECD Unique

Guideline Reference Number Guideline Study Name

Signature

MRID Number

Submitter Stalus Note
Maonsanto Company OWN R
Monsamto Company OWN Benefits
Monsanto Company OWN Misc.
M to Company OWN iisc
Monsanto Company OWN Mise,

Name and Title
J. Austin Burns, Ph.D.
Reputatory Affairs Manager

Dale

December 17, 2009

EPA Farm 857035 {9—57’) Electronic and Paper versions available. Submit only Paper version,

Monsanto Company

07-CR-192E-2

Pubttc Fite Copy

Page 90 of 175
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o Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C, 20460
Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response faf reregstralion and spedal review activities, including time for reading the instructions and compieting the necessary forms. Send comments regarding the burden estimate or any

cther aspect of this coltection of information, including suggestions for reducing the burden to: Director, OPPE tnformatton Management Division (2t37), U.S, Environmental Protection Agency,
401 M Street, 3.W., Washington, DC 20460, Do nol send the form fo this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No.fFiie Symbol: 68467-2 Page t5 of 57
Applicant's/Regisirant’s Name & Address:
Monsanio Company, 8§00 N. Lindbergh Blvd., 8t. Louis, MO 63167 Product: Herculex® I Insect Protection
ingredient B.t CryIF protein and the genetic material necessary for producnon (plasinid insert PHPE99%) in imaize (OECD ldentifier, DAS- 215671}
Guideline Reference Number Guideiine Sludy Name MRID Number _ | Submitter Status Note
68467 PER
68467 PER
68467 PER
68467 PER
. _ . e e 68467 PER
Signature Name and Title Date
W J. Austin Burns, Ph.D, December 17, 2009
= Regulatory Affairs Manager
EPA Fonn-8570-35 (9-97} Electronic and Paper versions availabte. Submil onjy Paper version, ' Pubtic Fite Copy
Monsante Company 07-CR-192E-2 Page 91 of 175
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Form Approved OMB Neo. 2070-0060
@E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reperttng burden for thls collection of informatien is estimated te average 0,25 hours per response for registration activities and 0.25 hours per
response for reregistratlon and s peclal review activitles, including time for reading the inslructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this cotleclion ef information, including suggeslions for reducing the burden 1o; Director, OPPE Informatlen Management Division (2 £37), U.S. Environmenial Proteciton Agency,
401 ¥ Street, S.W., Washington, DC 20460. Do nol send the torm to ths address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol: 58467-2 Page 16 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd_, St. Louis, MO 63167 Proguct: Herculex® 1 Insect Proiection
Ingredienl B.1. Cryl F protein and the genetic material necessary for production (plasinid insert FHP8999) in maize (OECD Identifier. DAS-@1567-1)
Guideline Reference Number Guideline Sludy Name MRID Nymber I Submitter Status Note
68467 PER
68467 PER
68467 PER
68467 PER
68467 PER
Signature Name and Title Date
W/ 1. Austin Bums, Ph.D. December 17, 2009
' Regulatory Affairs Manager
EPA Form 8676435 (9-97) Electronic ard! Paper versions avaitable, Submit only Paper version, ) Publlc Fite Copy
Monsanto Company 07-CR-152E-2 Page 92 of 175
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- Form Approved OMB Ne. 2070-0060
ZE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streest, S.W.
Washington, D.C, 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of informatien is estimated te average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send cemments regarding the burden estimate or any

other aspect of this coliection of information, including suggestions for reduclng the burden to: Director, CPPE Information Management Division (2t37), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20480, Do not send the form to this address.
DATA MATRIX

Date: December 17, 2009 EPA Reg. No./Fite Symbol: 68467-2 | Page t7of57
Applicant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Product: Herculex® I Insect Protection
ingredient  B.t CrylF protein and the genetic material necessary for production (plasmid insert PHP8999) in maize (OECD Identifier, DAS- @1507-1)
Guideline Reference Number Guidefine Stud MRID Number | Submitter Status Note
68467 PER
68467 PER
63467 PER
68467 PER
683467 PER
S e 63467 PER
Signature B Name and Title Date
W J. Austin Bums, Ph.D. December 17, 2009
- Regulatory Affairs Manager
EPA Fory 8870-35 (9-97) Electronic and Paper versions available. Submit only Paper version. ' Publte File Copy
Monsanto Company 07-CR-192E-2 Pagc 93 of 175
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= Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notlce: The public reparting burden far this colleclion of information is estimated to average 0.25 hours per response for registration aclivilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Diviglon {2137), U,S. Environmental Protection Agency,
401 M Sireet, S.W., Washington, OC 20460, Do not send the form to this address,

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.fFile Symbal; 68467-2 Page 18 of 57
Applicant's/R egislrant's Name & Address:
Monsanto Company, 300 N, Lindbergh Bivd., St. Louis, MO 63167 Product: Herculex® 1 fnsect Protection
Ingtedient B.2. Cry1F protein and the genetic inaterial necessary for production (plasmid insert PHP8929) in maize (OECD ldentifier: DAS- @15G7-1)
Guideline Reference Number Guigeline Study Name MRID Number Submitter Slatus Note
68407 PER
68467 PER
63467 PER
68467 PER
: P s T GB467 PER
Signature Name and Title Date
WF" J. Austin Bums, PLD. December 17, 2009
' Regulatory Affairs Manager
EPA Formy'8570-35 (9-97) Electronic and Paper versions available. Submit only Paper verslon. Public File Copy
Monsanto Company 07-CR-192E-2 Page 94 of 175
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Py Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for [his collection of Information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, Including suggestlons for reducing the turden to: Director, OPPE Information Management Division (2137), t..S. Environmental Protection Agency,
401 M Street, SW., Washington, DC 20480. Do not send the form o this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. NofFile Symbot 684672 Page 19 of 57
Applicants/Reglstrant's Name & Address:
Mousanto Company, 808 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Insect Protection
Ingredient B.t. CrylF protein and the genetic material necessary for production (plasmid insert PHP2999) in maize (QECD ldentifier; DAS- @15@7-1)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
08467 PER
68467 PER
68467 PER
68467 PER,
68467 PER
Signature _ Name and Title Date
/ " J. Austin Bums, Ph.D. December 17, 2009
Y Regulatory Affairs Manager
EPA Form 8 ﬂ}"' {9-97) Eleclronic and Paper versions available. Submil only Paper version. Publtc File Copy
Monsanto Company 07-CR-192E-2 Page 95 0of 175
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~ Form Approved OMB No, 2070-0060
!ﬂ'E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporilng butden for this colleclion of Informatlon is estimated to average 0.25 hours per response for registeation activitles and 0.25 hours per
response for teregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any

other aspect of this collection of informallon, including suggeslions for reducing the butden to: Director, OPPE Infermation Management Division (2137), U.S. Environmental Protection Agency,
401 M Sireet. SW., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: December 17, 2000 EPA Reg. No./Flle Symbol; 68467-2 Page 20 of 57
Applicant'sfRegisirant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, 8. Louis, MO 63167 Product:  Herculex® I Insect Protection
Ingredient  B.r. CrylF protein and the genetic malerial nccessary for production (plasmid insert PHPE99%) in maize (OECD Identifier: DAS- @15@7-1)
Guideline Reference Number Guideline Study Name MRID Number I Submitler Status Note
68467 PER
63467 PER
63467 PER
68467 PER
63467 PER
Signature Name and Title Date
m/_,_f J. Austin Burns, Ph.D. December 17, 2009
5 Regulatory Affairs Manager
EPA Formi8570-35 (9-97) Electronic and Paper versions available, Submil only Paper version. Public Flle Copy
Monsanto Company 07-CR-192E-2 Page 96 of 173
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-~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streef, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notlce: The public reporting burden for [his collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activill es, including time for reading the instructions and completing the necessaty forms. Send comments regarding the burden estimate or any

other aspect of this colleclion of informatlon, including suggestions for reducing the burden to: Director, ORFE Information Management Dlvislon {2137}, U.S. Environmental Protection Agency.,
401 M Street, 3.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX
Dale: December 17, 2009 EPA Reg. No.File Symbol; 68467-2 Page 21 of 57
Appllcant's/Registrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., 8t. Louis, MO 63167 Product: Hetculex® I Insect Protection
Ingredien! B.t. CrylF protein and the genetic material necessary for production {plasinid insert PHP8999) in inaize {(OECD Identifier: DAS- &1 5&7-1)
Guideline Referance Number Guideline Sludy Name MRID Mumber Subrmitter Status Note
68467 PER
638467 PER
68467 PER
63467 PER
68467 PER
Signature Name and Tille Date
W 3. Austin Burns, Ph.D. December 17, 2009
- Regulatory Affairs Manager
EPA Form B578-35 (9-97) Eleclronic and Paper versions available. Submit only Paper verslon, ' Pukbllc File Copy
Monsante Company 07-CR-192E-2 Page 97 of 175
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“ Form Approved OMB No. 2070-0050
i‘i’E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washiﬂgton, D.C. 20460

Paperwork Reduction Act Notlce: The public reperting burden for this collectlon of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregisiration and special review activities, including time for reading {he instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this colleclion of information, Including suggestions for reducing the burden to: Birector, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
401 M Straet, SW., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.fFile Symbol: 68467-2 Page 22 of 57
Applicant sfRegistrants Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product:  Herculex® I Jnsect Protection
Ingredient B.r. CrylF protein and the penetic material necessary for production (plasmid insert PHP8999} in maize (OECD ldentifier: DAS- @15@7-1)
Guideline Reference Number Guideline Study Name _MRID Number Submilter Slatus Note
68467 PER
68467 PER
68467 PER
£8467 PER
o e s e e 68467 PER
Signature Name and Title Date
W J. Austin Burns, PlD. December 17, 2009
. Regulatory Affairs Manager
ERA Form@g;@’-ss (9-97) Electronic and Paper versions available. Submit only Paper version, Publlc File Gopy
Monsanto Company 07-CR-192E-2 Page 98 of 175
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-~ Form Approved OMB Ne. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Strest, SW.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The publtc reporting burden for this collection of Information is eslimated to average 0.25 hows per response for registration activities and 0.25 hours per
response for rereglstration and speclal review activities, including tlme for reading the instructions and compleiing the necessary forms. Send comments regarding the burden estimate or any

other aspect of thils collection of informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S, Environmenial Prolection Agency,
40t M Sireet, S.W,, Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No fFile Symbot: 684672 Fage 23 of 57
Applicant's/Regisirant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, 81. Louis, MO 63167 Product:  Herculex® I Jiusect Protection
radient B.t. CrylF protein and the genetic malerial necessary for production (plasmid insert PHP8999} in maize (QECD ldentifier: DAS- 91507-1)
Guidellne Reference Number Guldeline Study Name MRID Number Submitter Status Note
63467 PER
63467 PER
63467 PER
68467 PER.
: S e 68467 PER
Slgnatltre Name and Tit!e Date
P J. Austin Burms, Ph.D. December 17, 2009
-~ Regulatory Affairs Manager
EPA Form 8528736 (9-97) Eleclronic and Paper versions available. Submit only Paper version. ' Publlc Fite Copy
Monsanto Company 07-CR-192E-2 Page 99 of 175
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. Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Nottco: The public reporting burden for this collection of information is estimated to average 0,25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, Including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any
other aspect of lhls collection of informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20450. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./Flle Symbot: 68467-2 | Page 24 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N, Lindber&h Bivd., St. Louis, MO 63167 Product: Herculex® I Insect Proteciion
Ingredient B.¢. CryIF protein and the genctic material necessary for production (plasmid insert PHP999) in mnaize (OECD Identifier: DAS-@15¢7-1)
Guideline Reference Number Guideline Sludy Name MRID Number Submitter Status Note
68467 PER
68467 PER
68467 PER
68467 PER
S o e S e 68467 PER
Signature Name and Title Date
- J. Austin Burns, Ph.D. December 17, 2009
Regulatory Affairs Manager

EPA Form B57I-35 (9-97) Electronic and Paper versions avaitable. Submit only Paper version.

Pubttc Fite Copy

Meonsanto Company 07-CR-192E-2 Page 100 of 175
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~ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C, 20460
Paperwork Reduction Act Netice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistralion and special review aclivities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of tnfermatlon, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Enwirenmental Protection Agency,
401 M Street, 3.W., Washington, DC 20460. Do not send the ferm to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.fFite Symbot: 68467-2 Page 25 of 57
Applicant’sfRegistrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® 1 Insect Protection
Ingredient B.t. Cry1¥T protein and the genetic inalerial necessary for produdtion (plasmid insert PHPR999) in maize (QECD Identifier; DAS-@15@7-1)
Guideling Reference Number Guidellne Study Name MRID Number | Submitter Status MNote
68467 PER
68467 PER
68467 PER
68467 PER
68467 PER
Signature _ Name and Title Drate
AN ). Austin Bums, Ph.D. December 17, 2009
Vi Regulatory Affairs Manager
EPA Form 8570-9579-97) Electronic and Paper versions available. Submit only Paper version. Puttic Flto Copy
Monsanto Company 07-CR-192E-2 Page 101 of 175
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. Form Approved OMB No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Nottce: The pubtic reporting burden for this collectton of informatlon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Dicector, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
401 M Stree!, S.W.. Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. NoJFile Symbol: 68467.2 Page 26 of 57
Applicants/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® I Jnsect Profection
ingredient B¢, CryIF protein and the genetic material necessary for production (plasmid insert PEIP8999) in maize (OECD Identifier: DAS- @15@17-1)
Guideline Reference Number Guideline Study Name MR!D Number Submitter Status Note
68467 PER
68467 PER
68467 PER
63467 PER
A e e e i e et 68467 PER
Signature Name and Title Date
M/ ' J. Austin Bums, PR.D. December 17, 2009
> Regulatory Affairs Manager
EPA Forn 8870-35 (9-97) E'eclronic and Paper versions available. Submit onty Paper version. Pubtic Flle Copy
Monsanto Company 07-CR-192E-2 Page 102 of 175
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- Form Approved OMEB Ne, 2070-0060
“E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per
response for reregistration and special review aclivities, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of informaticn, including suggestions for reducing the burden to: Director, OPPE Infermation Management Division (2137), LS. Environmental Protection Agency,
401 M Street. 8.W,, Washington, DC 20460, Do not send the form te this address.

DATA MATRIX

Daie: December 17, 2009 EPA Reg. No.fFite Symbol; 524-5351 Page 27 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product: MON 83017
ingredient B.1. Cry3Bbl protein and the genctic material (vector ZMIR39) necessary for its production in event MON 88017 com (CECP Unique [dentifier: MON-88@1t 7-3)
Guideline Reference Number Guideline Study Name | MRID Number Submitier Status Note
Produet
Monsanto Company OWN Characterization
Product
Monsanto Company OWN Characterization
Product
Monsanto Company OWN Characterization
Product
Monsanto Company OWN Characterization
Product
e ; ok i el e e Mensanto Company OWN Characterization
Stgnature Name and Title Date
W ) J. Austin Bums, Ph.D. December 17, 2009
- Regulatory Affairs Manager
‘EPA Form{8570-35 {9-97) Electronic and Paper versions avaitable. Submit only Paper version. ' Pubtic Fllo Copy
Monsante Company 07-CR-192E-2 Page 103 of 175
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“ Form Approved CMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Nolice: The pubtic reporting burden for this cotlection of information is estimated to average 0.25 howrs per response for registration activities and 0.25 hours per
respanse for reregistration and spectal review activitles, including time for reading the instructions and compteting the necessary forms. Send comments regarding the burden estimate or any
other aspect of this colleciion of information, including suggestions for reducing the burden to: Director, OPPE Infarmatton Management Divigion (2137), U.S. Environmentat Protection Agency,
401 M Street, S.W., Washington, BC 20460, Do net send the form to this address,

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symbal: 524-551 Page 28 of 57
Applicant's/Registrant's Name & Address:
Monsarto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Product: MON 38017
Ingredlent B.2. Cry3Bbl protein and the genetic niaterial (vector ZMiR39) necessary for its production in event MON 88017 com (OECD Unique identifier. MON-88017-3)
Guideline Reference Number Guideline Sludy Name MRtD Number Subrnitter Status Note
Product
Monsanto Company OWN Characterization
Product
Monsanto Company OWN Characterization
Product
Monsanto Company OWN Characterization
Product
Monsante Company OWN Characterization
Product
e o T e Monsanto Company OWN Characterization
Stgnature ' Name and Title Date
W' 1. Austin Bums, Ph.D. December 17, 2009
= Regulatory Affairs Manager
ERA-Form 8570-35 (9-97) Eiecironic and Paper versions avaitable. Submit only Paper version, Puilic Fite Copy
Monsaute Company 07-CR-192E-2 Page 104 of 175
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] Form Approved OMB No, 2070-0050
{-}E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden faor this colleclion of nformatlon is estimated to average 0.25 hours per respanse for registration activities and 0.25 holirs per
response for reregistration and special review aclivities, including tme for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2 t37), U.S, Environmental Protection Agency,
401 M Street, SW., Washington, DG 20460. Do not send the form to this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol: 524-551 Page 29 of 57
Applicant's/Reglstrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017
Ingredient B.£. Cry3Bbl wrotein and the genetic materiat (vector ZMIR39) necessary for its proguction in event MON 88017 com {OECD Unique Identifier. MON-388@{7-3)
Guldeline Reference Number Guideline Study Name MRID Number Submiter Status Note
Product
Mansanto Company OWN Characterization
Product
Moansanto Company OWN Characterization
Product
Mansanio Company OWN Characterization
Product
Monsante Company QWN Characterization
Product
. e _ . Emsm b Monsanto Company OWN Characterization
Signature _ Name and Title Date
; W J. Austin Burns, Ph.D. December 17, 2009
~ Regulatory Affairs Manager
\._[EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submit only Paper versian, Public Flte Copy

Monsanto Company 07-CR-192E-2 Page 105 of 175
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~ Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notlce: The public reporting burden for this collection of infermalion is estimated to average 0.25 hours per response for regislration aclivities and 0.25 hours per
response for refegistralion and special review activilies, Including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any

other aspeci of [his collection of informallon, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.
DATA MATRIX

Dale: December 17, 2009 EPA Reg. No.fFile Symbol; 524-551 Page 30 of 57
Applicant's/Regislrant’s Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Producl: MON 88017
Ingredient B.2. Cry3Bb] protein and the genetic niaterial {vector ZMIR39Y necessary for its praductton in event MON 88017 com {OECD Unique 1dentifier; MON-88@17-3)
Guideling Reference Number Guidedne Stutdy Name MRID Number __ | Submliter Status Note
Product
Monsanto Company OWN Characterization
Product
Monsante Company OWN Characlerization
Human Health
Monsanto Company OWN Assessment
Human Health
Monganto Company OWN A 1ent
Human Heallh
B . e ame srppa i Monsanie Company OWN Asgessinent
Signature Name and Title Date
W J. Austin Bums, Ph.D. December 17, 2009
= Regulatory Affairs Manager
ERAForm 8570-35 {9-97) Elecironic and Paper versions available. Submil only Paper version, ' Publlc File Copy
Monsanto Company 07-CR-192E-2 Page 106 of 175
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401 M Street, S5.W.
Washington, D.C, 20460

a,E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No. 2070-0060

401 M Street, S.W., Washington, DC 20480. Do not send the form to this address.

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0,25 hours per response for registration activities and 0.25 hours per
response for reregistiation and s pecial review activities, including time for reading the instructions and compieting the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coliection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2337), U.S, Environmental Protection Agency,

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.JFile Symboi: 524-551 Page 3t of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh B)vd., St. Louis, MO 63167 Product: MON 88017

ingredient B.£. Cry3BbI protein and the genetic naterial (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88@317-3)

Guldeling Reference Number Guideline Study Name MRID Number

Submilter

Slatus Nole

Human Meaith

Monsanto Company QWN Assessment
Huinan Health

Monsanto Company OWN Ass t
HMunan Health

Monsanto Company OWN Agsessment

Hunnan tealth

Monsanto Company OWN Asgessment
Human Health
. o G o s S Monsanto Company COWN Asse t
Signature Name and Title Date
W J. Austin Bums, Ph D, December 17, 2009
- Re;_;glatory Affairs Manager

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper verston.

Monsanto Company 07-CR-192E-2

Pubhiltc F?I?Copy

Page 107 of 175
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. Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 204640

Paperwork Reductlon Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for regisiralion aclivilies and 0.25 hours per
response for reregistration and special revlew aclivilies, Including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimale or any
other aspec! of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Divislon (2137), U.S. Environmental Prolection Agency,
401 M Slreet, S.W.. Washington, DC 20460, Do nol send Jhe form lo this address,

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.fFile Symbol: 524-551 Page 32 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Bivd., 8t. Louis, MO 63167 Progucl: MON 88017
ingredient B./. Cry3Bb1 protem snd the genelic malerial (veclor ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier. MON-88@117-3)
Guigeline Reference Number Guideline Study Name MRID Number Submitter Stalus Nole
Iuman Heahh
Monsanle Company OWN Assessment
Human Heaith
Monsanie Company OWN Assessiient
Buman Health
Monsanto Campany OWN Assessment
Envimpninentaj
Monsanto Company OWN Asgsessment
Environmental
Monsante Company QWN Assessment
Signature . Name and Title Date
W ’ 1. Auslin Burns, PILD. December 17, 2009
o~ Regulatory Affairs Manager
EP4 Eofm 8570-35 (9-97) Electronic and Paper versions availabie. Submil only Paper version. ' Publlc File Copy
Monsanto Company 07-CR-192E-2 Page 108 of 175
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401 M Street, S.W.
Washington, D.C. 20460

f oY
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No. 2070-0060

401 M Street, S.W., Washingtan, DG 20460, Do not send the form to this address. .

Paparwork Reductton Act Notice: The public reporting burden for this colleetion of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and speciaj review activittes, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coltection of information, inctuding suggestions for reducing the burden to: Director, OPPE information Management Division {2137), U.S. Environmental Frotection Agency,

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.fFile Symbot 524-551 Page 33 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 866 N. Lindbergh Blvd., 8t. Louis, MO 63167 Product: MON 88017

Ingredient B.£ Cry3Bbl protein and the genetic material {vector ZMIR38) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-880117-3)

Guideline Reference Number Guldeline Study Name MRID Number Submitter Status Note
Environmentat
Asscssment
M ) Company OWN Waived in BRAD

Environmentat

Monsanto Company DWN Assessiyent
Environmentat
Assessment
Monsanto Company OWN Waived in BRAD

Muansanlo Company

Environmentat
OWN Assessiment

Monsante Company

Euvironmental
OWWN Assessment

ignaturc . Bl o Name and Title

/7/ W 3. Austin Buns, Ph.D.

Regulatory Affairs Manager

Date
December 17, 2009

LERA Form B570-35 (9-97) Eteclronlc and Paper verslons available. Submil only Paper version,

Monsanto Company 07-CR-192E-2

Pubtic Fite Copy

Page 109 of 175

246




% Form Approved OMB No. 2070-0060
ﬂE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingt_on, D.C, 20460
Paperwork Reductlon Act Notice: The public reparting burden for thls cellection of informatien is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and compleling the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collectien of informatian, including suggestlons for reducing the burden to: Directar, OPPE infermation Management Division (2137), U.S. Environmenta! Protection Agency,
401 M Street, SW,, Washington, DC 20460, Do not send the form 1o this address,

DATA MATRIX
Date: December 17, 2009 EPA Reg. No.Fiie Symbal: 524-551 Page 34 of 57
Applicant’s/Regisirant'’s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Praduct: MON 88017
ingredient 8.+, Cry3Bbl protein and the genetic material (veclor ZMIR39) neecssary for its production in event MON 88017 carn (OECD Unique Identifier: MON-38017-3)

Guideline Referenca Number Guldeline Study Name MRID Number

Submitler Status Nate

Environmental
Monsanto Company OWN Assessment

Environmental
Monsanto Company OWN Assessgnt

Environmental
Monsanta Compaiy OWN Assessment

Environmentat
Monsanto Company OWN Assessment

Environmental

. B s e S Monsanio Company QWN Assessiient
Signature Name and Title Date
W 1. Austin Bums, Ph.D. December 17, 2009
P % _Regulatory Affairs Manager
EPA_Eerfy 8570-35 (8-97) Eiectronic and Paper versions availabte. Submit only Paper versian. ' Puhiic Fite Copy
Monsanto Company 07-CR-192E-2 Page 110 of 175
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- Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washing_;ton, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for reglstration activities and 0.25 hours per
response for reregistration and special review aclivilies, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this colteclion of nformation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency,
401 M Street, 8. W.. Washington, DC 204580. Do not send the form fo 1hls address.

DATA MATRIX

Dale: December 17, 2009 EPA Reg. No./File Symbol: 524-551 Page 35 of 57
Applican!s/Registrant's Name & Address:

Monsanto Company, 800 N, Lindbergh Blvd,, St. Louis, MO 63167 Produc: MON 38017

ingredient B.2. Cry3Bb] protein and ihe genclic nmleriat (vector ZMIR39) necessary for ils produclion in cvent MON 88017 corn (OECD Unique Identiffer: MON-88G17-3)

Guideline Reference Number Guideline Study Name Submitter Slatus Nole

MRID Number

Environmenial
Monsanto Company OWN Assessmeni

Environmenial
Monsanic Company OWN Assessmenl

Environmenial
Monsanlo Compatiy OWN Assessmeni

Environmenal
Motisanio Company OWN Assessment

Euvironmenial

: e o e e Monsanlg Company WM Assessmenl
Signature ; : Name and Title Date
W J. Ausin Bums, Ph.D.. December 17, 2009
,—7/- Regulatory Affairs Manager
EFa-Form 8570-35 (9-97) Electronic and Paper versions avaitable. Submi! only Paper version. - Pubtlic File Copy
Monsanto Company - 07-CR-192E-2 Page 111 of 175
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&® Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paparwork Reduction Act Notice: The public reporting burden for this collection of informallon is eslimated 1o average 0.25 hours per response for regisiralion activities and 0.25 hours per
response for reregistralion and special review activities, including lime for reading the instructions and compleling ihe necessary forms, Send commenis regarding the burden estimale or any

other aspeci of this collection of informalion, Including stggestions for reducing the burden 1o: Direclor, OPPE Informalion Management Division (2137}, U.S. Environmenial Prolection Agency,
401 M Sireel, S.W., Washinglon, DG 20460, Do nol send the form 1o this address.

DATA MATRIX
Date: December 17, 2009 EPA Reg. No. /File Symbof; 524-351 Page 36 of 57
Applican!’s/Registrant's Name & Address:
Monsante Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Producl: MON 88017
Ingredient B.7. Cry3Bb1 protein and the genelic niaterial (veclor ZMIR39) necessary for ils production in event MON 88017 corn (OECD Unique Identifier: MON-88817-3)
Guidelineg Relerence Number Guidetine Siudy Name Supmiller Slalus Note

MR Mumber

Envirenmental
Monsanto Company. OWN Assessment

Environmenial
Monsanio Company OWN Agsessimenl

Environmental
Monsanto Company OWN Assesgment

Enviromnental
ionsanta Company OWN Assessment

Envircmnental
ionsanto Company OWN Asgsessment

Signature Name and Title Date
M/“_ ' J. Austin Burns, Ph.D. December 17, 2009
- Regulatory Affairs Manager
i ERAForm 8570-35 (9-97) Elecironic and Paper versions available, Submit only Paper version. ' Publfic File Copy

Monsanto Company 07-CR-192E-2 Page 112 of 175
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¥y
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
wE PA 401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this colleclien of information is estimated to average 0.25 hours per response for

401 M Street, 8.W., Washington, DC 20460, Do not send the form to this address.

registration activities and 0.25 hours per

response for reregistration and special review activilies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Managemeni Division {2137}, U.S. Environmental Protection Agency,

DATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol: 524-551 Page 37 of 57
Applicants/R egistrant's Name & Address:
Monsanto Company, §00 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017
Ingredient B./, Cry3Bb1 protein and the genetic material {vector ZMIR39) nesessary for its production in event MON 88017 com (OECD Unique Identifier: MON-88@17-3)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Environmental
M to Company OWN Assessment
Environmental
Monsanto Company OWN Assessent

Monsante Company

Enviromnental
OWIN Assessment

Monsanto Compamy

Environmental
QWN Assessment

Monsanto Company

Environmental
OWN Assessment

Moansante Company

Enviromunental
OWN Assesainent

Signature Name and Title

W J. Austin Bums, Ph.D,
eemnc Y

Date
December 17, 2009

Regulatory Affairs Manager

KPAForm 8570-35 (9-97) Eiectronic and Paper versions avaitable. Submit only Paper version,

Monsanto Company 07-CR-192E-2

Pubiic File Copy

Page 113 of 175
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= Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 \t Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporiing burden for this callection of infermation is estimaled to average 0.25 hours per response for registration actlvities and 0,25 hours per
response for reregistrallon and special review activities, including lime for reading the instruclions and compleling the necessary forms. Send commenls regarding the burden estimate or any
other aspect of this cellection of infarmation, including suggestians for reducing the burden to: Direclor, OPPE Informalion Management Oivision (2 £37), U.S. Environmental Protection Agency,
401 M Street, 8.W., Washington, DG 20460. Do net send the form to this address.

DATA MATRIX

Oate: December 17, 2009 EPA Reg. No.fFile Symbol; 524551 Page 38 of 57
Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017

Ingredient B.f. Cry3Bb] protein and the genetie material (veetor ZMIR39) neeessary for its produetion in event MON 88017 com (OECD Unique ldentifier; MON-8§8@17-3)

{uideline Relerence Number Guideline Study Name 7 MRID Number Submitler Status Note

Environmental
Monsanlg Company OWN Assessment

Environniental
Monsanto Company OWN Assessiment

Environmental
Monsanto Company OWN Assessment

Environmental
Monsante Company OWN » Assessnient

Envirgnmenital
Monsanto Company OWN Assessment

Environmental

Monsante Company OWN Assessment
Signature Name aid Title Date
W I. Austin Burns, PL.D, December 17, 2009
~ Regulatory Affairs Manager
ERA-FGrm 8570-35 {9-97) Eleclronic and Paper versions available, Submit anly Paper version. RPubllc File Copy
Mensante Company 07-CR-192E-2 Page 114 0f 175
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3E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB Nao. 2070-0060

Faperwork Reduction Act Notice: The publte reporting burden for this collection of information is esfimated to average 0.25 hours per response for registratton actlivities and 0.25 hours per
respanse for rereglstration and special review activities, including time for reading the instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of infermation, including suggestians for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20480, Do not send the form te this address.

DATA MATRIX

Date: December 17, 2009

EPA Req. No.fFite Symbol: 524-551 Page 39 of 57

Applicant's/Registrant'’s Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., 8t. Louis, MO 63167

Froduch:

MON 88017

ingredient B./. Cry3Bbl protein and the genetic material (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88317-3)

Guideline Reference Number Guldeline Study Name

Signature

oty

MRID Number

| Submitter Status Mote
Environmental
Assessment
Monsante Company DWN Waived in BRAD

Mensanto Company

Environmental
OWN Assessment

Enviromnental

Assessment
Monsanto Company DWN Granted in BRAD
Monsznte Company OWN Bencfits
Monsanlo Company OWN Benefits

Name and Title
J. Austin Bums, Ph.D,
Regulatory Affatrs Manager

Date
December 17, 2009

PA Form 8570-35 (9-97) Eleclronic and Paper versions avaitable, Submit only Paper version,

Monsanto Company

07-CR-192E-2

Pubtic File Copy

Page 1150f 175
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401 M Street, S.W.
Washington, D.C. 20460

3E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No, 2070-0060

401 M Street, SW., Washington, DC 20460. Do not send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for rereglstration and speclal review aclivities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of Information, including suggestions for reducing the burden to: Cirector, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symbol: 524-551 Page 40 of 57

Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product:

Ingredlent B.1. Cry3Bbl protein and the genetic material (vector ZMIR39) nesessary for its production in event MION 88017 corn (OECD Unigue Identificr: MON-83217-3)

Guideline Reference Number Guideline Study Name

MRIC Number _

' Sigature . ' . S [ "Name and Title

W“"‘ i 1. Austin Bums, Ph.D.

MON 88017
Submitter Status Naote

Monsanto Company OWN Bencfits
Monsanle Company OWN Benefils
Monsanio Corapany OWN Benelits
Monsanto Company OWN Beneflls
Monsanio Conpany OWN Benefits/IRM

Date

December 17, 2009

Regulatory Affairs Manager

PaA-omm 8570-35 (8-97) Electronic and Paper versions avaitable. Submit only Paper version.

Monsanto Company 07-CR-192E-2

Pubttc File Copy

Page 116 of 175
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Iy Form Approved OMB No, 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Mottce: The public reporling burden for this coltection of information is estimated o average 0.25 hours per response for regisiration activities and 0.25 hours per
response for reregistration and speciat review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestlons for reductng the burden to: Director, OPPE Information Management Oivision (2137), U.S. Environmenial Protection Agency,
401 M Street, S.W., Washington, DC 20460, Do not send the form lo this address.

DATA MATRIX

Oate: Decemnber 17, 2009 EPA Reg. No /File Symbol: 524-55] Page 4t of 57

Applicant's/Registrant's Name & Address:

Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017

Ingredient B.Z. Cry3Bb] protem and the genetic waterial (vector ZMIR39) necessary for ils production in event MON 88017 com (OECD Uniquc identifier: MON-880017-3)

Guldeline Reference Number | Guideline Study Name MRID Number Submitter Status Note
Monsanto Company OWN [RM
Mousanto Company OWN {RM
Monsanio Company OWN tRM
Monsanto Company OWN {RM
Monsanto Company OWN IRM

Signature Natne and Title Date

W 1. Austin Burns, Ph.D, December 17, 2009
~ Regulatory Affairs Manager
EPA-Form 8570-35 (9-07) Elecironic and Paper versions available. submil only Paper version, Public Fite Copy
Monsanto Company 07-CR-192E-2 Page 117 of 175

994



401 M Street, S.W.
Washington, D.C. 20460

3
'K?E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No. 2070-0060

401 M Streel, SW., Washington, DC 20460. Do not send the form to this address, -

Paperwork Reduction Act Notlce: The puklic reporting burden for this colleclion of information is estimated to auerage 0.25 hours per response for registration activities and 0,25 hours per
response for reregistration and special review activitles, including time Ior reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Inlonmation Management Division {2137}, U.S. Environmenlal Protection Agency,

PDATA MATRIX
Date: December 17, 2009 EPA Reg. No./File Symbol: 524-551 Page 42 of 57
Applicant's/Registrant's Name & Address:
Mensanto Company, 800 N. Lindbergh Blvd,, 5t. Louis, MO 63167 ) Product MON 88017
Ingredient B.2. Cry3Bb] protein and the genetic niaterial {vector ZMIR39) necessary for its production in event MON 88G17 com (OECD Unique Identifier: MON-88@17-3)
Guideline Reference Number Guideline Study Name MRID Number | Submilter Status Nole
Monsanlo Company OWN IRM
Monsanto Company OWN IRM
Maonsanto Company OWHN tRM
Todleranee
Monsanlo Company OWN Exeniplion
Toleranee
s b e e S Monsanto Company OWN Exeniplion
Signature Name and Title Date
W J. Austin Butns, PaD. December 17, 2009
— Regulatory Affairs Manager
EPA Edtm 8570-35 (9-97) Electronic and Paper versions available, Submit only Paper verston. ] Public File Copy
Monsanto Company 07-CR-192E-2 Page 118 of 175
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St

h Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C, 20460
Papenwork Reduction Act Notlce: The pubiic reporting burden for this collection of information is eslimated to average 0.25 hours per response for registration aclivities and .25 hours per
response for reregistration and speclal review activities, including time for reading the instruclions and compleling the necessary forms. Send commenis reganding the burden estimate or any

other aspect of this colleclion of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S. Environmental Proteclion Agency,
401 M Street, 5.W., Washington, 3¢ 20460. Do not send the formn to this address,

DATA MATRIX

Dale: December 17, 2009 EPA Reg. No./File Symbol: 524-551 Page 43 of 57
Applicant's/Registrant's Name & Address;
Monsanto Company, 800 N. Lindbergh Bivd., St. Louis, MO 63167 Product: MON 88017
ingredient B./, Cry3Bb1 protein and the genetic material (vector ZMIR39) nccessary for its production in event MON 88017 com {OECD YUnigue Mentifier: MON-88@17-3)
Guideline Reference Number Guideline Siudy Name MRID Number Submitler Stalus Note
Tolerance
Monsanto Company OWN Exemption
Monsanto Company OWN Inert Ingredicnt
Monsanig Conipany OWN Inert Ingredicnt
Monsanto Company QOWN Inert Ingredient
Monsante Company OWN Inert Ingredicnt
Signature Name and Title Date
W" J. Austin Burns, Ph.D, December 17, 2009
- Regulatory Affairs Manager
EMnn 8570-35 (8-57) Electronic and Paper versions avallable, Submit only Paper version, ) Puhllc File Copy
Meonsanto Company 07-CR-192E-2 Pagc 119 0f 175
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401 M Street, S.W.
Washingrton, D.C. 20460

“ -
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No, 2070-0060

401 M Street, S,.W., Washington, DC 20460. Do not send the form to this address,

Paperwork Reduction Act Notlce: The public reporting burden for this colleclion of information s estimated to average 0.25 hours per response for reglstration activities and 0.25 hours per
response for rereglstration and special review activities, tncluding time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coltection of Information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./Fite Symbol: 524-551 i Page 44 of 57

Applicant's/Reglstrant's Name & Address:

Monsanto Company, 800 N, Lindbergh Blvd., St. Louis, MO 63167 Product: MON 88017

Ingredient 8.2 Cry3Bbl1 protein and the genetic materiat (vector ZMIR39) necessary fof its production in event MON 88017 corn {OECD Unique Identifier: MON-88¢117-3)

Guideline Reference Number Guideling Stud MRID Number | Submitter Status Note
Monsanto Company OWN inert Ingredient
Monsanto Company OWN Inert tnpredienl
Maonsanto Company OWN tnert Ingredient
Monsante Company owN Ingrt Ingredient

. .  rea e o o Monsanto Company OWN Inert Ingredient
Signature Name and Title Date
W—- J. Austin Burns, Ph.D, December 17, 2009
-~ Regulatory Affairs Manager

ERA Form 8570-35 (9-97) Elecironic and Paper versions avaitabte. Submit only Paper version,

Monsanto Company 07-CR-192E-2

Pubtlc Fite Copy

Page 120 of 175
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. Form Approved OMB No. 2070-0060
WE pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reductlon Act Notice: The public 1eperting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activitles, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any

other aspect of this collection of informalion, induding suggestions for reducing the burden to: Direclor, OPPE Informalion Management Division (2137), U.S. Emironmenial Proleclion Agency,
401 M Streel, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date. December 17, 2009 EPA Reg. No.fFile Symbol. 524-551 ‘ Page 450f 57
Applicant's/Registrant’'s Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Product: MON 88017
Ingredient B¢, Cry3Bb1 protein and the genetic waterial (vector ZMIR39) necessary for its production in event MON 88017 corn (OECD Unique Identifier: MON-88@17-3)
Guideline Reference Number Guideline Study Name MRID Number Submilter Slalus Nole
Monsanto Company OWN tnert Ingredient
Monsanto Company OWN lnert Ingredient
Monsanto Company ow Inert Ingredient
Terms &
Monsanto Company OWN Conditions
Terms &
Monsanto Company OWN Conditions
Signature Name and Title Date
mL//,/-' J. Austin Bums, Ph.D. December 17, 2009
- Regulatory Affairs Manager
EPA Form 8570.35 (9-97) Electronic and Paper versions available. Submit only Paper version. Fublic File Copy
Monsanto Company 07-CR-192E-2 Page 121 of 175
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n Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Papenwork Reduction Act Notlce: The puhlic reporting buirden for this eolleclion of information is estimated lo average 0.25 hours per res ponseé for registration activities and 0.25 hours per
response for reregistiation and special 1eview actlvilies, including time for reading the inslructions and completing the necessary forms. Send comments regarding the burden estimate or any

olher aspect of lhis collection of Information, including suggestions for reducing the buiden to: Director, OPPE Information Management Division (2 f37), U.S. Environmental Protection Agency,
40t M Street, S.W.. Washington, BC 20460. Do not send the Torm to this addiess,

DATA MATRIX

Date: December 17, 2009 EPA Reg. NoJFile Symbol: 684675 Page 46 o {57
Appllcant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW Insect Protection
Ingredient  B.f, Cry34/35Ab] Insecticidal Crystal protein and the genetic material necessary for jts production (plasmid insert PHP17662) in com (OECD Identifier: DAS-59122-7)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
68467 PER
68467 PER
68467 PER
68467 PER
68467 PER
L. : 68467 PER
Signature ] Name and Title Date
W Y. Austin Burns, Ph.D. December 17, 2009
= : Regulatory Affairs Manager
EPA Form 8570435779-97) Electronic and Paper verstons available. Submit only Paper version. ' Public Flle Copy
Monsante Company 07-CR-192E-2 Page 122 of 175
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~ : Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WashinJgt_on, D.C, 20460

Paperwork Reduction Act Notice: The public reporiing burden for this collection of imMonnation Is estimated to average 0.25 hours per response for reglstration aclivities and 0.23 hours per
response for reregistration and special review activities, including time 1or reading the Insiructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reduelng he burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Slreet, S.W., Washington, DC 20460. Do not send the form o this address.

DATA MATRIX

Date; December 17, 2009 EPA Reg. NoJ/Fite Symbol. 68467-5 Page 47 of 57
Applicant's/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd,, St. Louis, MO 63167 Product:  Herculex® RW fnsect Protection
Ingredient  B.¢ Cry34/35Ab1 Insceticidal Cryslal protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn (OECD Identificr: DAS-59122-7)
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
68467 PER
68467 PER
68467 PER
68467 PER
: . e 68467 PER
Signature Name and Title Date
I. Austin Burns, Ph.D. December 17, 2009
- W— Regulatory Affairs Manager
EPA Form 8578-35%(3-97) Electronle and Paper verslons avaitable, Submit only Paper version, Public Fite Copy
Monsanto Company 07-CR-192E-2 Page 123 of 175

260



-~ Form Approved OME No. 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form 1o this address.

DATA MATRIX

Date: December 17, 2009 EPA Reg. No./File Symbal: 68467-5 Page 48 of 57
Applicant’s/Registrant's Name & Address:
Monsanto Company, 800 N. Lindbergh Blvd., St. Louis, MO 63167 Product: Herculex® RW [nsect Protection
Ingredient  B.t. Cry34/35AbI Insecticidal Crystal protein and the genetic material necessary for its production (plasmid insert PHP17662) in corn (OECD Identifier: DAS-59122-7)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
68467 PER
68467 PER
63467 PER
68467 PER L
68467 PER
Signature Name and Title Date
J. Austin Burns, Ph.D. December 17, 2009
Regulatory Affairs Manager

Public File Copy

Monsanto Company 07-CR-192E-2 Page 124 of 175
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“ Form Approved OMB No, 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisiration activilies and 0.25 hours per

response for reregistratlon and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
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SECTION IT

SUMMARY OF THE APPLICATION

Monsantoe Company and Dow AgroSciences (Dow) have used conventional breeding
techniques to develop the combined trait com product MON 89034 x TCI507 x
MON 88017 x DAS-59122-7 (SmartStax). This combined trait corn product is comprised
of six PIPs encoded by four independent events that have each undergone safety
assessments by EPA. Each of these four events as well as the SmartStax combined trait
product has a separate Section 3 registration with the EPA. Permanent tolerance
exemptions are in place for each of the six PIP and two inert marker proteins present in the
combined trait product, SmartStax. EPA completed the safety and environmental
assessment by of SmartStax leading to the Section 3 registrations, 524-581 and 68467-7, in
July, 2009.

Currently, the majority of U.S. com production utilizing PIP-containing com requires a
20% non-insect protected (referred to as non-PIP or non-Bt) discrete structured refuge for
insect-protected Bt com. The majority of these products produce a single Bt toxin mode of
action (insect control). The strategy to use two or more effective doses with differing
modes of action (so-called pyramiding) as an effective way to combat resistance
development is supported by academics and regulators as the most effective strategy to
foster the durability of insect-protected biotech crops. SmartStax produces three Bacillus
thuringiensis (Bt) protein toxins each with independent modes of action against
lepidopteran com pests, and two Bt protein toxins with independent modes of insect
control against corn rootworms. Each insecticidal mode of action provides an effective
dose against these pests. Thus, SmartStax represented a step-change in insect control and
insect resistance management (IRM) for corn pests, providing multiple effective modes of
action for the control of both above-ground lepidopteran pests and the below-ground comn
rootworm (CRW) complex, enabling a significant reduction in the required refuge area
(5%) in the U.S. Corn Belt compared with single toxin products (20%).

The IRM conditions of registration for SmartStax under registrations 524-581 and 68467-7
require growers in the U.S. Corn Belt (non-cotton growing areas) to plant 5% of their corn
acres with a non-Bt common insect refuge for every 95% of their acres of SmartStax. The
non-Bt ‘common’ refuge supports the production of non-resistant adult insects for both the
lepidopteran and corn rootworm pests to mate with the respective surviving insects
emerging from SmartStax plants, and thus serves as a refuge for both lepidopteran and
corn rootworm pests. This non-Bt refuge corn can be placed as a discrete area, either as in-
field strips, perimeter rows, adjacent block, or as a separate block within 1/2 mile from the
SmartStax field. The specific refuge requirements are defined according to the prevailing
pests in a given region, and whether plantings occur in major cotton growing regions.

Extensive laboratory and field studies, and conservative mathematical modeling, showed
that even with the 5% structured refuge, the rate of resistance evolution should be at least
three times slower for SmartStax than existing single toxin products utilized with a 20%
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refuge. Given the significant improvements in insect control efficacy and spectrum,
reduction in refuge, overall improvements in yields and potential for elimination of soil-
applied pesticides, SmartStax corn has the potential to produce sizable pecuniary and non-
pecuniary benefits for farmers and the environment. The multiple effective dose strategy is
a central component of the durable IRM refuge strategy for SmartStax, using a 5% refuge
in any field configuration.

Although the SmartStax registration provided data and modeling information to support
deployment of various 5% discrete structured refuge option in the Corn Belt, Monsanto
and Dow have investigated alternative refuge designs over many years. This includes an
interspersed refuge approach (commonly referred to as a ‘seed mix’, or ‘refuge in a bag’),
in which a fixed amount of non-Bt seed would be included within each bag of SmartStax
seed corn to create a interspersed distribution of non-Bt refuge plants among the SmartStax
corn plants across a field. Seed mixes of Bt and non-Bt seed have been recognized as a
possible insect resistance management (IRM) strategy for Bt crops for almost two decades
because of the value of having an IRM strategy implemented by the technology provider
rather than growers. This removes the issue of grower compliance with the IRM strategy
and ensures that a refuge will be present within every Bt crop field. Benefits of an
interspersed refuge via seed mixes from an IRM perspective include:

¢ Consistent percentage of non-Bt plants in every Bt field
An interspersed in-field distribution of non-Bt plants will be particularly
beneficial for very large fields
Reduced probability of mating between Bt-resistant adults

o Appropriate choice of refuge hybrid ensured

e Identical management of Bt and refuge plants

e No additional insecticide use on refuge plants

o Higher adoption of pyramided varieties, increasing the durability of all
Bt traits

A major hindrance to enabling the development and deployment of an interspersed refuge
structure in the past has been the minimum 20% refuge size necessary to ensure durability
(time to resistance development) of single dose products. In-field refuges above 5%
caused unacceptable total field yield losses in an interspersed in-field refuge structure.
With the development of SmartStax corn containing two- and three- effective insecticide
modes of action against targeted pests, the substantial increase in durability supported a
reduction in the refuge from 20% to 5%. The durability of SmartStax with a 5% refuge for
both above-ground and below-ground pests also strongly supports a 5% interspersed in-
field refuge structure, as delivered by planting a seed mix refuge.

The central need for an interspersed refuge — as with any refuge strategy, is that it supports
sufficient populations of susceptible target insects while enabling mixing of these insects
with any resistant insects surviving in Bt corn fields. Compared with a block refuge, the
novel characteristic of a seed mix is the interspersed nature of Bt and non-Bt plants within
in a field. This spatial distribution will enhance the mixing of adult insects coming from
Bt and non-Bt plants, ensuring that any resistant insects surviving on Bt plants will
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encounter susceptible insects coming from non-Bt plants, which will be beneficial for
IRM. However, this spatial distribution of plants in a field also could increase the
likelihood that larval insects may move between Bt and non-Bt plants because all non-Bt
plants will have neighboring Bt plants. Thus, it is important to quantify the impacts of this
larval movement on the refuge function within an interspersed refuge from a seed mix.

Specifically, two criteria need to be met to confirm that a 5% seed mix refuge is as
effective as current refuge options for SmartStax. First, the seed mix should not lead to a
biologically significant increase in sub-lethal exposure of larvae to the Bt toxins that could
increase selection for Bt resistance. This could occur either through early instar larvae of
the target pests moving from Bt plants to non-Bt plants after sub-lethal exposure, or by
larvae moving from non-Bt to Bt plants as larger, more Bi-tolerant instars. Assessment of
this issue requires examining the susceptibility of larvae of different ages to the proteins in
SmartStax, Based on extensive data, the expectation is that the enhanced toxicity
conferred by the multiple effective modes of action of SmartStax will make it unlikely that
larvae will be able to move and survive in this way, particularly for the highly susceptible
lepidopteran target pests. Second, the non-Bt plants in the interspersed field seed mix must
support sufficient susceptible pest insects to be an adequate refiige. This can be assessed
through direct surveys of pest population density on the non-Bt plants, together with
appropriate mathematical modeling.

To this aim, this registration application provides data collected over the past three years
assessing the efficacy and value of an interspersed 5% in-field refuge option, via a seed
mix containing an admixture of 5% non-Bt refuge seed + 95% SmartStax seed, as an
additional refuge strategy for SmartStax corn in the U.S. Corn Belt. Details of these data
and analyses are presented in Volume 2 of this submission. The supporting data and
information included in this request include (1) data on larval movement and survival in a
5% interspersed in-field refuge for the key lepidopteran (European corn borer (ECB) and
southwestern corn borer (SWCB)) and coleopteran target pests (primarily western cotn
rootworm (WCR) and secondarily northern com rootworm (NCR)); (2) mathematical
modeling to demonstrate the acceptable risk of a interspersed 5% in-field refuge strategy
compared to existing refiige strategies; (3) data on the efficacy of a 5% interspersed refuge
against the target pests, and the impact of the non-Bt plants in the interspersed refuge on
overall yield; (4) criteria are described for ensuring and verifying a consistent seed mix
percentage during the manufacturing process; and additionally, (5) information outlining
the benefits for growers, the public, and environment that would result from the addition of
an interspersed refuge option for SmartStax (Volume 3 of this submission).

Presented in Volume 2, laboratory and field data indicate that a 5% seed mix will provide
an effective refiuge for SmartStax for ECB, SWCB, and the CRW species. For all of these
pests, the non-Bt plants in a 5% seed mix consistently supported large populations of
susceptible insects, while the SmartStax plants had few or no survivors. Highly
conservative mathematical modeling shows that an interspersed refuge strategy will ensure
the durability of SmartStax corn and will provide comparable or greater durability than 5%
structured refirge in the Corn Belt, depending upon the nature of compliance with the
structured refuge, and greater durability than single Bt products with a 20% refuge.
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Furthermore, this approach will provide yields comparable to current structured refuge
systems but with greater convenience and reduced insecticide use on the refuge, thereby
bringing additional benefits beyond those of SmartStax with 5% discretely structured
refuge.

Presented in Volume 3, the benefits to growers, the environment, and to society at large
will be realized by the addition of an interspersed 5% in-field refuge option for SmartStax.
Under all 5% refuge options (the strip or block refuge strategy supported in SmartStax
registrations 524-581 and 68467-7, and the interspersed 5% in-field refuge proposed with
this application), SmartStax represents significant value to U.S. farmers. There are unique
benefits to a SmartStax 5% interspersed refuge above those provided by discrete strip or
block refuges. These include substantial non-pecuniary grower benefits, environmental
benefits, and improved compliance with IRM requirements. Enabling growers to broadly
plant SmartStax corn with an interspersed in-field refuge will support:

e Reduction or potential elimination of application of soil-applied insecticides

o Reduce potential for corn rootworm insecticides in ground or surface water

e Reduce farm worker exposure to organophosphate insecticides, accidental
insecticide spills, and insecticide carryover effects

e Increase simplicity, flexibility, and time savings associated with planting the refuge

o Guarantee grower compliance with IRM requirements

o Provide incentive to growers to switch to pyramided Bt technology, improving
durability of Bt corn technology

This request for a registration of MON 89034 x TC1507 x MON 88017 x DAS-59122-7
(SmartStax) will allow an in-field refuge structure in which the non-Bt refuge plants are
interspersed within the SmartStax field. This type of interspersed in-field refuge would be
implemented by growers planting a defined seed mixture comprised of PIP (SmartStax)
seed with a fixed amount of non-Bt (refuge) seed. In addition, the interspersed refuge
would only be implemented via planting a seed-mixture manufactured by the technology
provider (registrants) and appropriately licensed seed producer affiliates. This non-Bt
refuge would be complementary, but distinct from, the refuge structures currently allowed
under SmartStax registrations 524-581 and 68467-7 (in-field strips, rows, or blocks).

The seed mix itself is not within scope of the EPA regulations for PIPs because this
registration request (addition of unregulated non-PIP seed materials to PIP seed com prior
to planting) has not changed the underlying PIP (SmartStax). It is the plant incorporated
protectant (pesticide) and associated genetic material within the plant that is regulated, not
the plant itself of the seed mix, variety, or delivery mechanism of the seed into the field.
This position has been previously clarified by the Agency. EPA has defined PIPs as
“Pesticidal substances and the genetic material needed to produce them by plants that have
been genetically modified so the plant is protected from certain insect pests. For example,
scientists can take the gene for the Bt pesticidal protein from the bacterium, and introduce
that gene into the plant's own genetic material. Then the plant manufactures the substance
that destroys the pest. EPA regulates the protein and its genetic material, but not the plant
itself....” http:/’www.epa.gov/pesticides/ees/tool/decisiontree/main htm (accessed 11-30-
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2009). Additionally, the scope of this registration request is only partially analogous to
other registration requests involving corn seed mixtures of two different PIPs, whereas the
scope of this present request involves a single PIP product that is currently registered (524-
581 and 68467-7) for other in-field refuge arrangements. Thus, for this request, the in-
field relationship of SmartStax to the non-PIP refiige does not change the composition of
the SmartStax PIP (the pesticidal proteins and assoctated genetic material listed in the
Confidentia] Statement of Formula). Additionally, the overall field composition of
SmartStax with a 5% interspersed in-field refuge would be the same as that of a 5% in-
field strip row refuge configuration allowed in registrations 524-581 and 68467-7. The
IRM structure described herein does not involve the utilization of any additional PIPs or
change to the confidential statement of formula (CSF) or label ingredients, but instead
allows the currently mandated refuge in the field to be interspersed within the field as
opposed to being placed in rows within or adjacent to the field. The mechanism of
ensuring compliance with the interspersed refuge option is by Iimiting grower use of this
option to planting seed mixes produced by the registrants and properly enabled, licensed
seed producers.

In developing an IRM strategy for SmartStax using a structured refuge that is interspersed
within the field, the data must address aspects related to proximity of the PIP and non-PIP
plants, insect pest presence and biology, and productivity of adult insects from ndividual
plants within the interspersed in-field refuge compared to other forms of structured
refuges. The IRM properties of SmartStax, particularly the multiple effective modes of
action against both above and below-ground pests, open the opportunity to add options for
an interspersed in-field refuge to the current approved structured refuge options. Such an
in-field option and the delivery of the option to growers as a seed mix would strengthen the
existing JRM program by ensuring that a refuge is present in every SmartStax corn field
deploying this option and removing concerns about grower compliance with refuge
requirements. EPA has previously recognized that multiple refuge options for Bt corn and
cotton products are essential to prevent the rapid onset of resistance. As addifional data
have been developed on IRM, EPA has granted registrants amended registrations to
enhance farmers’ refuge options and -overall compliance. Currently, SmartStax com non-
Bt refuges can be planted as in-field four row strips, perimeters, in-field blocks, and
separate blocks adjacent to the Bt field. Similarly, in the case of a dual effective mode of
action cotton product like Bollgard II (MON 15985, EPA Reg. No. 524-522), either a
structured refuge or a so-called natural refuge (no non-Bt cotton refuge), may be utilized.
In all of these registration amendments, the principle goal was to ensure a strong IRM
program. The EPA has ample precedence amending Bt crop registrations to allow for
optimization of size, structure, or placement of the refuge structure in Bt crops, as well as
different use instructions.

Therefore, Monsanto and Dow are hereby requesting a registration for the plant-
incorporated protectant, Bacillus thuringiensis CrylA.105, Cry2Ab2, CrylF, Cry3BblI,
Cry34Abl and Cry35Abl Profeins and the Genetic Materials (Vectors PV-ZMIR245,
PHP8999, PV-ZMIR39, and PHP17662) necessary for their production in MON 89034 x
TCI1507 x MON 88017 x DAS-59122-7, with an interspersed in-field refuge configuration.
The interspersed refuge would be implemented via a seed mixture in bags of seed com
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consisting of 5% non-Bt corn along with 95% SmartStax corn. Seed mixtures to be
planted under this option would only be prepared by seed producers licensed by the
registrants to ensure consistency and provide adequate refuge in the field. Studies and
information supporting the request are provided in Volumes I, 2, and 3 of this submission.

Monsanto Company 07-CR-192E-2 Page 139 of t75

o76



SECTION III
PRODUCT LABEL

The subject of this application is for the combined plant-incorporated protectants, Bacillus
thuringiensis (Bt) CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Abl
proteins and the genetic material necessary for their production in com (PV-ZMIR245,
PHP8999, PV-ZMIR39, PHP17662) produced in MON 89034 x TC1507 x MON 88017 %
DAS-59122-7 to allow an additional IRM interspersed in-field refuge configuration. This
refuge configuration ts enabled by a seed-mixture containing PIP and non-PIP seed, and is
Iimited to use in the U.S. Com Belt. Five copies of the proposed label for the registration
of MON 89034 x TCI507 x MON 88017 x DAS-59122.7, to support an interspersed in-
field refuge are attached.
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Plant-Ingorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name Genuity™ SmartStaxT)

(OECD Unique Identifier: MON-85(34.3 x DAS- @1537-1
MON-88@17-3 x DAS-59122-7)

Active Ingredients:

Bacillys thuringiensis Cryl A.105 protein and the genetic material necessary (vector PV-

ZMIR245) for its production in corn event MON 89034........coccoiver i <0.0026%*

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary (vector PV-

ZMIR245) for its production in corn event MON 89034...........ccooocicvennen, < 0.0053%*

Bacillus thuringiensis CrylF protein and the genetic material necessary (vector PHP8999)

for its production in corn event TC1507 ... vvrniiicimnicnncenrvmnceenennn = 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary {vector PV-

ZMIR39) for its production in corn event MON 88017....c....coveiiciivcnnnnns < 0.0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector

PHP17662) for its production in corn event DAS-59122-7......cccovvcvvvnen. < 0.0194%*

Bacillus thuringiensis Cry35Abl protein and the genetic material necessary (vector

PHP17662) for its production in corn event DAS-59122-7......ccovcevivennne < 0.0042%* "
Lo VA

Inert Ingredients: Ok g

CP4 EPSPS protein {(5-enolpyruvylshikimate-3-phosphate synthase) and the genetic m

material necessary (vector PV-ZMIR3 9) for its production in corn event MON 88017 3

.......................................................................................... <0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary

(vectors PHP17662 and PHP 8999) for its production in corn event TC1507 and

DAS-5G12247 ettt et e s < 0.00045%*

*Maximum percent (wt/wt) of dry forage

KEEP OUT OF REACH OF CHILDREN Y

CAUTION L

NET CONTENTS - A

EPA Registration No. 524-XXX 2 e s

EPA Establishment No. 524-MQ-002 L ;

Monsanto Company YT

800 North Lindbergh Blvd. o o

St. Louis, MO 63167
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DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. Sales of corn hybrids that contain Monsanto’s Bt com plant-incorporated
pesticide(s) must be accompanied by a Grower/IRM Guide which includes information on
planting, production and insect resistance management and notes that routine applications
of insecticides to control these insects are usually unnecessary when corn containing the Bt
proteins is planted.

MON 89034 x TCI1507 x MON 88017 x DAS-59122-7 protects corn crops from leaf,
stalk, and ear damage caused by corn borers and root damage caused by com rootworm
larvae. In order to minimize the risk of these pests developing resistance to MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 corn, an insect resistance management plan must
be implemented which includes planting of a refuge. Growers who fail to comply with the
IRM requirements risk losing access to Monsanto’s corn PIP products. A common refuge
must be planted for both corn borers and corn rootworms. The refuge must be planted with
corn hybrids that do not contain Bt technologies for the control of corn rootworms or coin
borers. This product’s refuge configuration is interspersed within the field and is allowed
only by planting a licensed seed-mixture containing MON 89034 x TC1507 x MON 88017
x DAS-59122-7 and a minimum of 5% non-PIP seed, and is limited to use in the U.S. Com
Belt.

These refuge requirements do not apply to seed propagation of inbred and hybrid seed comn
under this registration; however, seed propagation over 20,000 acres per county and up to a
combined US total of 250,000 acres per PIP active ingredient per year would utilize the
discrete refuge options for MON 89034 x TC1507 x MON 88017 x DAS 59122 7 under
EPA registration 524-581. :

Ability to plant this interspersed refuge configuration for MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 is based on geography and the insect pressure present in
various locations. In non-cotton growing regions and in cotton growing regions where
corn earworm is not a mgmﬁcant pest ( (i.e. the same regions where the minimum reﬁ.tge
size is 5% under Genuity™ SmartStax " registration 524-581), a seed mix refuge option is
allowed. Planting SmartStax corn in regions prohibiting an interspersed refuge option is
still available to growers under registration 524-581. The interspersed refuge option under
this registration is limited to planting specifically licensed seed com of MON 89034 x
TC1507 x MON 88017 x DAS-59122-7. The seed producer must ensure a minimum of
5% non-PIP refuge seed is included with the MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 1n each unit of seed corn.

The interspersed refuge option can only be used by planting seed corn specifically
generated by seed producers licensed by the registrant. With this option, the refuge seed
may not be treated with seed-applied insecticides for Com Rootworm (CRW) control, and
the refuge plants may not be treated with insecticides for Lepidopteran pest or CRW

™ Genvity and SmartStax are trademarks of Monsanto Technology LLC.
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confrol unless the entire field is treated. Insecticidal freatments labeled for adult CRW
control are discouraged during the time of adult CRW emergence.

A schematic of the interspersed refuge from planting a seed mix of 95% MON 89034 x
TCI507 x MON 88017 x DAS-59122-7 seed with 5% non-PIP com is shown below. This
option is not allowed in cotton-growing regions where com earworm is a significant pest
(i.e. the regions where the minimum refuge size is 20% under SmartStax registration
524-581).

interspersed Refuge

95% MON 89034 x TC1507 x
MON 88017 = DAS-59122-7
and 5% non-PIP refuge
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The table below summarizes the interspersed refuge option for each region based on the
planting of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed mixture in cotton
or non-cotton growing regions and the insect pressure present in those locations.

Monsanto Company

Region

Planting

Refuge as
seed mix
allowed

Cotton growing where CEW isa
significant pest and WCRW,
NCRW, and MCRW are not
significant: NC, SC, GA, FL, TN
(only the counties of Carroll,
Chester, Crockett, Dyer, Fayette,
Franklin, Gibson, Hardeman,
Hardin, Haywood, Lake,
Launderdale, Lincoln, Madison,
Obion, Rutherford, Shelby, and
Tipton), AL, MS, LA, AR, VA
(only the counties of Dinwiddie,
Franklin City, Greensville, Isle
of Wight, Northampton,
Southampton, Suffolk City,
Surrey, and Sussex)

No

- Caddo, Comanche, Custer,

Cotton growing where CEW is a
significant pest and WCRW,
NCRW, and/or MCRW are
significant: TX (éxcept the
counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), OK
(only the counties of Beckham,

Greer, Harmon, Jackson, Kay,
Kiowa, Tillman,and Washita),
MO (only the counties of
Dunklin, New Madrid, Pemiscot,
Scott, and Stoddard)

Cotton growing where CEW is
not a significant pest and
WCRW, NCRW, and MCRW
are not significant. NM, AZ, CA,
NV

Yes

Non-cotton growing where
WCRW, NCRW, and MCRW
are not significant: OR, WA, ID,
MT, WY, UT, VA (except the
counties of Dinwiddie, Franklin

Yes

07-CR-192E-2
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City, Greensville, Isle of Wight,
Northampton, Southampton,
Suffolk City, Surrey, and
Sussex), WV, PA,MD, DE, CT,
RL NI, NY, ME, MA, NH, VT,
HI, AK, TN (except the counties
of Carroll, Chester, Crockett,
Dyer, Fayette, Franklin, Gibson,
Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln,
Madison, Obion, Rutherford,
Shelby, and Tipton)

Non-cotton growing where
WCRW, NCRW, and/or MCRW
are significant: KS, NE, SD, ND,
MN, IA, MO (except the
counties of Dunklin, New
Madrid, Pemiscot, Scott, and
Stoddard), 1L, WI, MI, IN, OH,
KY, CO, OK (except the
counties of Beckham, Caddo,
Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa,
Tillman, and Washita), TX (only
the counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree,
Roberts, and Sherman)

Yes

Corn Insects Controlled or Suppressed

European comn borer (ECB)
Southwestern com borer (SWCB)
Southern comstalk borer (SCSB)
Corn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser com stalk borer
Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)

Northemn com rootworm (NCRW)
Mexican corn rootworm (MCRW)

Monsanto Company

07-CR-192E-2

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and
Dow AgroSciences’ research programs, offering unique genetic characteristics for specific
grower needs and may be protected by one or more of the following U.S. patents:
5023179, 5110732, 5164316, 5196525, 5322938, 5352605, 5359142, 5378619, 5424412,
5554798, 5641876, 5717084, 5728925, 5804425, 6018100, 6025545, 6051753, 6063597,
6083878, 6331665, 6489542, 6645497, 6962705, 7064249, 7227056, and 7250501,

EPA Accepted: _ / [/
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St

Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name Genulty™ SmariStax™)

{OECD Unique ldentifier: MON-89@34-3 x DAS- 315¢7-1 x
MON-8817-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis Cryl1A.105 protein and the genetic material necessary (vector PV.
ZMIR245} for its production in corn event MON 89034................cccc....... 2 0.0026%*
Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary (vector PV-
ZMIR2435) for its production in com event MON 89034...............ccornee .. £ 0.0053%%
Bacillus thuringiensis CrylF protein and the genetic material necessary (vector PHP8999)
for its production in corn event TC1507 .....cocoviiiie e <0.0012%*
Bacillus thuringiensis Cry3Bb1 protein and the genetic material necessary {vector PV-
ZMIR39) for its production in corn event MON 88017.......ccccvvieicivivenenn.. 2 0.0079%*
Bacillus thuringiensis Cry34Abl protein and the genetic material necessary {vector
PHP17662) for its production in corm event DAS-59122.7 .ccocvvivvvverennne. <0.0194%*
Bacillus thuringiensis Cry35Abl protein and the genetic material necessary (vector
PHP17662) for its production in comn event DAS-59122-7 .....cocceevrvrvnnane. <0.0042%*
Inert Ingredients: ’

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic
material necessary (vector PV-ZMIR39) for its production in corn event MON 88017

<0.0052%*

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary
(vectors PHP 17662 and PHP8999) for its production in corn event TC1507 and
L T < 0.00045%*

*Maximum percent {(wt/wt) of dry forage

KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-XXX
EPA Establishment No. 524-MO-002

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167

Monsanto Company 07-CR-192E-2
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DIRECTIONS FOR USE

It 1s a violation of Federal law to use this product in any manner inconsistent with 1ts
labeling. Sales of com hybrids that contain Monsanto’s Bt corn plant-incorporated
pesticide(s) must be accompanied by a Grower/IRM Guide which includes information on
planting, production and insect resistance management and notes that routine applications
of insecticides to control these insects are usually unnecessary when corn containing the Bt
proteins is planted.

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 protects corn crops from leaf,
stalk, and ear damage caused by com borers and root damage caused by corn rootworm
larvae. In order to minimize the risk of these pests developing resistance to MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 corn, an Insect resistance management plan must
be implemented which includes planting of a refuge. Growers who fail to comply with the
IRM requirements risk losing access to Monsanto’s corn PIP products. A common refuge
must be planted for both corn borers and cotn rootworms. The refuge must be planted with
com hybrids that do not contain Bt technologies for the control of com rootworms or com
borers. This product’s refuge configuration is interspersed within the field and is allowed
only by planting a licensed seed-mixture containing MON 89034 x TC1507 x MON 88017
x DAS-59122-7 and a minimum of 5% non-PIP seed, and is limited to use in the U.S. Comn
Belt.

These refuge requirements do not apply to seed propagation of inbred and hybrid seed corn
under this registration; however, seed propagation over 20,000 acres per county and up to a
combined US total of 250,000 acres per PIP active ingredient per year would utilize the
discrete refuge options for MON 89034 x '1‘C15{}'?r X MON 88017 x DAS-59122-7 under
EPA registration 524-581. '

Ability to plant this interspersed refuge configuration for MON 89034 x TCI507 x
MON 88017 x DAS-59122-7 is based on geography and the insect pressure present in
various locations. In non-cotton growing regions and in cofton growing regions where
com earworm is not a significant pest (1 e. the same regions where the minimum refuge
size is 5% under Genuity™ SmartStax " registration 524-581), a seed mix refuge option is
allowed. Planting SmartStax corn in regions prohibiting an interspersed refuge option is
still available to growers under registration 524-581. The interspersed refuge option under
this registration is limited to planting specifically licensed seed corn of MON 89034 x
TCI1507 x MON 88017 x DAS-59122-7. The seed producer must ensure a minimum of
5% non-PIP refuge seed is included with the MON 89034 x TCI1507 x MON 88017 x
DAS-59122-7 in each unit of seed corn,

The interspersed refuge option can only be used by planting seed coin specifically
generated by seed producers licensed by the registrant. With this option, the refuge seed
may not be treated with seed-applied insecticides for Corn Rootworm (CRW) control, and
the refuge plants may not be treated with insecticides for Lepidopteran pest or CRW

™ Genuity and SmartStax are trademarks of Monsanto Technology LLC.
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contro] unless the entire field is treated. Insecticidal treatments labeled for adult CRW
control are discouraged during the time of adult CRW emergence.

A schematic of the interspersed refuge from planting a seed mix of 95% MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 seed with 5% non-PIP corn is shown below. This
option is not allowed in cotton-growing regions where corn earworm is a significant pest
(i.e. the regions where the minimum refuge size is 20% under SmartStax registration
524-581).

Interspersed Refuge

95% MON 89034 = TC1507 x
MON 88017 x DAS-59122-7
and 5% pon-PiP refuge
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The table below summarizes the interspersed refuge option for each region based on the
planting of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed mixture in cotton
or non-cotton growing regions and the insect pressure present in those locations.

Monsanto Company

Region

Planting

Refuge as
seed mix
allowed

Cotton growing where CEW is a
significant pest and WCRW,
NCRW, and MCRW are not
significant; NC, SC, GA, FL, TN
(only the counties of Carxoll,
Chester, Crockett, Dyer, Fayette,
Franklin, Gibson, Hardeman,
Hardin, Haywood, Lake,
Lauderdale, Lincoln, Madison,
Obion, Rutherford, Shelby, and
Tipton), AL, MS, LA, AR, VA
(only the counties of Dinwiddie,
Franklin City, Greensville, Isle
of Wight, Northampton,
Southampton, Suffolk City,
Surrey, and Sussex)

No

Cotton growing where CEW is a
significant pest and WCRW,
NCRW, and/or MCRW are

*significant: TX (except the

counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), OK
{only the counties of Beckham,
Caddo, Comanche, Custer,
Greer, Harmon, Jackson, Kay,
Kiowa, Tillman, -and Washita),
MO (only the counties of
Dunklin, New Madnd, Pemiscot,
Scott, and Stoddard)

No

Cotton growing where CEW is
not a significant pest and
WCRW, NCRW, and MCRW
are not significant; NM, AZ, CA,
NV

Yes

Non-cofton growing where
WCRW, NCRW, and MCRW

are not significant: OR, WA, ID, "

MT, WY, UT, VA (except the
counties of Dinwiddie, Franklin

Yes

07-CR-192E-2
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City, Greensville, Isle of Wight,
Northampton, Southampton,
Suffolk City, Surrey, and
Sussex), WV, PA, MD, DE, CT,
R, NI, NY, ME, MA, NH, VT,
HI, AK, TN {except the counties
of Cazroll, Chester, Crockett,
Dyer, Fayette, Franklin, Gibson,
Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln,
Madison, Obion, Rutherford, -~
Sbelby, and Tipton)

Non-cotton growing where
WCRW, NCRW, and/or MCRW
are significant: KS, NE, 8D, ND,
MN, 1A, MO (except the
counties of Dunklin, New
Madrid, Pemiscot, Scott, and
Stoddard), IL, W1, MJ, IN, OH,
KY, CO, OK (except the
courntfies of Beckham, Caddo,
Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa,
Tillman, and Washita), TX (only
the counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree,
Roberts, and Sherman)

Yes

Corn Insects Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCB)
Southern comstalk borer (SCSB)
Corn earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser comn stalk borer

Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)

Northern corn rootworm (NCRW)
Mexican corn rootworm (MCRW)

Monsanto Company

07-CR-192E-2

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera

Diabrotica barberi
Diabrotica virgifera zeae
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and
Dow AgroSciences’ research programs, offering unique genetic characteristics for specific
grower needs and may be protected by one or more of the following U.S, patents:
5023179, 5110732, 5164316, 5196525, 5322938, 5352605, 5359142, 5378619, 5424412,
5554798, 5641876, 5717084, 5728925, 5804425, 6018100, 6025545, 6051753, 6063597,
6083878, 6331665, 6489542, 6645497, 6962705, 7064249, 7227056, and 7250501.

EPA Accepted: _ /_/

—

Monsanto Company 07-CR-192E-2 Page 152 of 175
589



Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name Gennity™ SmartStax™)

(OECD Unique Identifier: MON-89@34-3 x DAS- @1507-1 x
MON-88@17-3 x DAS-59122-T)

Active Ingredients:
Bacillus thuringiensis Cryl A.105 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in corn event MON 89034.........ccccverv v < 0.0026%6%

Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in comn event MON 89034.........ccccevvecncnnns < 0.0053%*

Bacillus thuringiensis CrylF protein and the genetic material necessary (vector PHP8999)
for its production in com event TC1507 ...t < 0.0012%*

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary (vector PV-
ZMIR39) for its production in corn event MON 88017..........ccceeiviiereenn.. £ 0.0079%*

Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector
PHP17662) for its production in com event DAS-59122-7.....ccccoovvvvencnnn < 0.0194%*

Bacillus thuringiensis Cry35Abl protein and the genetic material necessary (vector
PHP17662) for its production in com event DAS-59122-7 .....cccccvrvvrnneennnn < 0.0042%*

Inert Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic
material necessary (vector PV-ZMIR39) for its production in corn event MON §8017
.............. T OOV TRTPPPPSUPPPRPUPRIR. o ¢ 14§ I V7

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary
(vectors PHP17662 and PHP8999) for its production in corn event TC1507 and
DIASSOT2 T s s s i R I e i <0.00045%*
*Maximum percent (wt/wt) of dry forage

KEEP OUT OF REACH OF CHILDREN

CAUTION
NET CONTENTS

EPA Registration No. 524-XXX
EPA Establishment No. 524-MO-002

Monsanto Company
800 North Lindbergh Blvd.
St. Louis, MO 63167

Monsanto Company 07-CR-192E-2 Page 153 of 175
590



DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. Sales of corn hybrids that contain Monsanto’s Bt corn plant-incorporated
pesticide(s) must be accompanied by a Grower/IRM Guide which includes information on
planting, production and insect resistance management and notes that routine applications
of insecticides to control these insects are usually unnecessary when com containing the Bt
proteins is planted.

MON 89034 x TCI1507 x MON 88017 x DAS-59122-7 protects com crops from leaf]
stalk, and ear damage caused by corn borers and root damage caused by com rootworm
larvae. In order to minimize the risk of these pests developing resistance to MON 89034 x
TCI1507 x MON 88017 x DAS-59122-7 corn, an insect resistance management plan must
be implemented which includes planting of a refuge. Growers who fail to comply with the
IRM reqguirements risk losing access to Monsanto’s com PIP products. A common refuge
must be planted for both corn borers and com rootworms. The refuge must be planted with
com hybrids that do not contain Bt technologies for the control of corn rootworms or com
borers. This product’s refuge configuration is interspersed within the field and is allowed
only by planting a licensed seed-mixture containing MON 89034 x TC1507 x MON 88017
x DAS-59122-7 and a minimum of 5% non-PIP seed, and is limited to use in the U.S. Comn
Belt.

These refuge requirements do not apply to seed propagation of inbred and hybrid seed corn
under this registration; however, seed propagation over 20,000 acres per county and up to a
combined US total of 250,000 acres per PIP active ingredient per year would utilize the
discrete refuge options for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 under
EPA registration 524-581.

Ability to plant this interspersed refuge configuration for MON 89034 x TCI507 X
MON 88017 x DAS-59122-7 is based on geography and the insect pressure present in
various locations. In non-cofton growing regions and in cotton growing regions where
com earworm is not a significant pest (1 g. the same regions where the minimum reﬁage
size 18 5% under Genuity™ SmartStax’ reg1strat10n 524-581), a seed mix refuge option is
allowed. Planting SmartStax com in regions prohibiting an interspersed refuge option is
still available to growers under registration 524-581. The interspersed refuge option under
this registration is Iimited to planting specifically licensed seed corn of MON 89034 x
TCI1507 x MON 88017 x DAS-59122-7. The seed producer must ensure a minimum of
5% non-PIP refuge seed is included with the MON 89034 x TCI507 x MON 88017 x
DAS-59122-7 in each unit of seed comn. |

The interspersed refuge option can only be used by planting seed com specifically
generated by seed producers licensed by the registrant. With this option, the refuge seed
may not be freated with seed-applied insecticides for Corn Rootworm (CRW) control, and
the refuge plants may not be freated with insecticides for Lepidopteran pest or CRW

™ Genuity and SmartStax are trademarks of Monsanto Technology LLC.
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control unless the entire field is treated. Insecticidal treatments labeled for adult CRW
control are discouraged during the time of adult CRW emergence.

A schematic of the interspersed refuge from planting a seed mix of 95% MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 seed with 5% non-PIP corn is shown below. This
option is not allowed in cotfon-growing regions where corn earworm is a significant pest
(i.e. the regions where the minimum refuge size is 20% under SmartStax registration
524-581).

Interspersed Refuge

95% MON 89034 x TC1507 x
MON 88017 = DAS-59122-7
and 5% non-PiP refuge

Monsanto Company 07-CR-192E-2 Page 155 of 175
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The table below summarizes the interspersed refuge option for each region based on the
planting of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed mixture in cotton
or non-cotton growing regions and the insect pressure present in those locations.

Monsanto Company

Region

Planting

Refuge as
seed mix
allowed J

Cotton growing where CEW isa
significant pest and WCRW,
NCRW, and MCRW are not
significant: NC, 8C, GA, FL, TN
(only the counties of Carroll,
Chester, Crockett, Dyer, Fayette,
Franklin, Gibson, Hardeman,
Hardin, Haywood, Lake,
Lauderdale, Lincoln, Madison,
Obion, Rutherford, Shelby, and
Tipton), AL, MS, LA, AR, VA
{only the counties of Dinwiddie,
Franklin City, Greensville, Isle
of Wight, Northampton,
Southampton, Suffolk City,
Surrey, and Sussex)

No

Cotton growing where CEW is a
significant pest and WCRW,
NCRW, and/or MCRW are
significant: TX (except the
counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), OK
{only the counties of Beckham,
Caddo, Comanche, Custer,
Greer, Harmon, Jackson, Kay,
Kiowa, Tillman, and Washita),
MO (only the counties of
Dunklin, New Madrid, Pemiscot,
Scott, and Stoddard)

Cotton growing where CEW is
not a significant pest and
WCRW, NCRW, and MCRW
are not significant: NM, AZ, CA,
NV

Yes

Non-cotton growing where
WCRW, NCRW, and MCRW
are not significant: ‘OR, WA, ID,
MT, WY, UT, VA (except the
counties of Dinwiddie, Franklin

Yes

07-CR-192E-2
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City, Greensville, Isle of Wight,
Northampton, Southampton,
Suffolk City, Surrey, and
Sussex), WV, PA, MD, DE, CT,
RI, NJ, NY, ME, MA, NH, VT,
HI, AK, TN (except the counties
of Carroll, Chester, Crockett,
Dver, Fayette, Franklin, Gibson,
Hardeman, Hardin, Haywood,
Lake, Lavderdale, Lincoln,
Madison, Obion, Rutherford,
Shelby, and Tipton)

Non-cotton growing where
WCRW, NCRW, and/or MCRW
are significant: KS, NE, 8B, ND,
MN, IA, MO (except the
counties of Punklin, New
Madrid, Pemiscot, Scott, and
Steddard), IL, WI, MI, IN, OH,
KY, CO, OK (except the
counties of Beckham, Caddo,
Comanche, Custer, Greer,
Harmon, Jacksen, Kay, Kiowa,
Tiliman, and Washita), TX (only
the counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moaore, Ochiltree,
Roberts, and Sherman)

Yes

Corn Insects Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCB)
Southern comstalk borer (SCSB)
Comn earworm (CEW)

Fall aimyworm (FAW)

Stalk borer

Lesser corn stalk borer

Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)
Northern corn rootworm (NCRW)
Mexican corn rootworm (MCRW)

Monsanto Company

07-CR-192E-2

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zen
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraeq saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and
Dow AgroSciences’ research programs, offering unique genetic characteristics for specific
grower needs and may be protected by one or more of the following U.S. patents:
5023179, 5110732, 5164316, 5196525, 5322938, 5352605, 5359142, 5378619, 5424412,
5554798, 5641876, 5717084, 5728925, 5804425, 6018100, 6025545, 6051753, 6063597,
6083878, 6331665, 6489542, 6645497, 6962705, 7064249, 7227056, and 7250501.

EPA Accepted: __ / [/ _
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Plant-Incorporated Protectant Lahel

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name Genuity™ SmartStax™)

(OECD Unique Identifier: MON-89(334-3 x DAS- @15¢37-1 x
MON-88@17-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis CrylA.1035 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in corn event MON 89034 ........cccovievennnnnns < 0.0026%*
Bacillus thuringiensis Cry2Ab2 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in cormn event MON 89034..........ccoccvieeieennn, < 0.0053%*
Bacillus thuringiensis CrylF protein and the genetic material necessary (vector PHP§999)
for its production in com event TCL1507 ....coccovvriicncnnnnnercceneennneee. S 0.0012%*
Bacillus thuringiensis Cry3Bb! protein and the genetic material necessary (vector PV-
ZMIR39) for its production in corn event MON 88017....covcvevnvvinicencnnnn < 0.0079%*
Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector
PHP17662) for its production in com event DAS-59122-7 ........cocnrveircne < 0.0194%*
Bacillus thuringiensis Cry35Ab] protein and the genetic material necessary (vector
PHP17662) for its production in com event DAS-59122-7.....cccovvvvnvincnnn < 0.0042%*
Inert Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic
-material necessary (vector PV-ZMIR39) for its production in corn event MON 8801 7

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary
(vectors PHP17662 and PHP8999) for its production in corn event TC1507 and
DAS-59122-7.cciiiiiiaaaienannn, A A A S R A sk < 0.00045%*
*Maximum percent (wt/wt) of dry forage

KEEP OUT OF REACH OF CHILDREN ' e
CAUTION -
NET CONTENTS 33335 3 Tt
EPA Registration No. 524-XXX - S
EPA Establishment No, 524-MO-002 EREE
Monsanto Company L
800 North Lindbergh Blvd. ' 2ere
St. Lounis, MO 63167
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DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. Sales of com hybrids that contain Monsanto’s Bt comn plant-incorporated
pesticide(s) must be accompanied by a Grower/IRM Guide which includes information on
planting, production and insect resistance management and notes that routine applications
of insecticides to control these insects are usually unnecessary when com containing the Bt
proteins is planted.

MON 89034 x TCI507 x MON 88017 x DAS-59122-7 protects corn crops from leaf,
stalk, and ear damage caused by com borers and root damage caused by corn rootworm
larvae, In order to minimize the risk of these pests developing resistance to MON 89034 x
TCI1507 x MON 88017 x DAS-59122-7 com, an insect resistance management plan must
be implemented which includes planting of a refuge. Growers who fail to comply with the
IRM requirements risk losing access to Monsanto’s corn PIP products. A common refuge
must be planted for both com borers and com rootworms. The refiige must be planted with
corn hybrids that do not contain Bt technologies for the control of corn rootworms or corn
borers. This product’s refiige configuration is interspersed within the field and is allowed
only by planting a licensed seed-mixture containing MON §9034 x TC1507 x MON 88017
x DAS-59122-7 and a minimum of 5% non-PIP seed, and is limited to use in the U.S. Com
Belt.

These refuge requirements do not apply to seed propagation of inbred and hybrid seed corn
under this registration; however, seed propagation over 20,000 acres per county and up to a
combined US total of 250,000 acres per PIP active ingredient per year would utilize the
discrete refuge options for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 under
EPA registration 524-581. " '

Ability to plant this inferspersed refige configuration for MON 89034 x TCIS07 x
MON 88017 x DAS-59122-7 is based on geography and the insect pressure present in
various locations. In non-cotton growing regions and in cotton growing regions where
com earworm is not a significant pest (i.e. the same regions where the minimum refuge
size is 5% under Genuity™ SmartStax  registration 524-581), a seed mix refige option is
allowed. Planting SmartStax corn in regions prohibiting an interspersed refuge option is
still available to growers under registration 524-581. The interspersed refuge option under
this registration is limited fo planting specifically licensed seed corn of MON 89034 x
TC1507 x MON 88017 x DAS-59122-7. The seed producer must ensure a minimum of
5% non-PIP refuge seed is included with the MON 89034 x TCI507 x MON 88017 x
DAS-59122-7 in each unit of seed cormn,

The interspersed refuge option can only be used by planting seed com specifically
generated by seed producers licensed by the registrant. With this option, the refuge seed
may not be treated with seed-applied insecticides for Comn Rootworm (CRW) control, and
the refuge plants may not be treated with insecticides for Lepidopteran pest or CRW

™ Genuity and SmartStax are trademarks of Monsanto Technology LLC.
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control unless the entire field is treated. Insecticidal treatments labeled for adult CRW
control are discouraged during the time of adult CRW emergence.

A schematic of the interspersed refuge from planting a seed mix of 95% MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 seed with 5% non-PIP corn is shown below. This
option is not allowed in cotton-growing regions where corn earworm is a significant pest
(i.e. the regions where the minimum refuge size is 20% under SmartStax registration
524-581).

Interspersed Refuge

95% MON 89034 x TC1507 x
MON 88017 x DAS-59122-7
and 5% non-PIP refuge
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The table below summarizes the interspersed refuge option for each region based on the
planting of MON 89034 x TC1507 x MON 88017 x DAS-59122-7 seed mixture in cotton
or non-cotton growing regions and the insect pressure present in those locations.

Monsanto Company

Region

Planting

Refuge as
seed mix
allowed

Cotton growing where CEW js a
significant pest and WCRW,
NCRW, and MCRW are not
significant: NC, 8C, GA, FL, TN
{only the counties of Carroll,
Chester, Crockett, Dyer, Fayette,
Franklin, Gibson, Hardeman,
Hardin, Haywood, Lake,
Lauderdale, Lincoln, Madison,
Obien, Rutherford, Shelby, and
Tipton), AL, MS, LA, AR, VA
(only the counties of Dinwiddie,
Franklin City, Greensville, Isle
of ‘Wight, Northampton,
Southampton, Suffolk City,
Surrey, and Sussex)

No

Cotton growing where CEW is a
significant pest and WCRW,
NCRW, and/or MCRW are

| significant: TX (except the

counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree,
Roberts, and Sherman}, OK
{only the counties of Beckham,
Caddo, Comanche, Custer,
Greer, Harmon, Jackson, Kay,
Kiowa, Tillman, and Washita),
MO (only the counties of
Dunklin, New Madrid, Pemiscot,
Scott, and Stoddard)

Cotton growing where CEW is
not a significant pest and
WCRW, NCRW, and MCRW
are not significant: NM, AZ, CA,
NV

Yes

Non-cotton growing where
WCRW, NCRW, and MCRW
are not significant; OR, WA, 1D,
MT, WY, UT, VA (except the
counties of Dinwiddie, Franklin

Yes

07-CR-192E-2
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City, Greensville, lsle of Wight,
Northampton, Southampton,
Suffolk City, Surrey, and
Sussex), WV, PA, MD, DE, CT,
RI,NJ,NY, ME, MA, NH, VT,
HI, AK, TN (except the counties
of Carroll, Chester, Crockett,
Dver, Fayette, Franklin, Gibson,
Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln,
Madison, Obion, Rutherford,
Shelby, and Tipton)

Non-cotton growing where
WCRW, NCRW, and/or MCRW
are significant: K8, NE, SD,ND,
MN, IA, MO (except the
counties of Dunklin, New
Madrid, Pemiscet, Scott, and
Stoddard), IL, WI, ML, IN, OH,
KY, CO, OK (except the
counties of Beckham, Caddo,
Comanche, Custer, Greer,
Harmon, Jackson, Kay, I{iowa,
Tillman, and Washita}, TX (only
the counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree,
Roberts, and Sherman)

Yes

Corn Insects Controlled or Suppressed

European com borer (ECB)
Southwestern corn borer (SWCB)
Southern cornstalk borer (SCSB)
Com earworm (CEW)

Fall armyworm (FAW)

Stalk borer

Lesser corn stalk borer
Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

‘Western comn rootworm (WCRW)

Northern com rootworm (NCRW)
Mexican corn rootworm (MCRW)

Monsanto Company

07-CR-192E-2

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopalpus lignosellus
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and
Dow AgroSciences’ research programs, offering unique genetic characteristics for specific
grower needs and may be protected by one or more of the following U.S. patents:
5023179, 5110732, 5164316, 5196525, 5322938, 5352605, 5359142, 5378619, 5424412,
5554798, 5641876, 5717084, 5728925, 5804425, 6018100, 6025545, 6051753, 6063597,
6083878, 6331665, 6489542, 6645497, 6962705, 7064249, 7227056, and 7250501.

EPA Accepted: _ / [/
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Plant-Incorporated Protectant Label

MON 89034 x TC1507 x MON 88017 x DAS-59122-7

Insect-Protected, Herbicide-Tolerant Corn
(Alternate Brand Name Genuity™ SmartStaxT™)

(OECD Unique Identifier; MON-8934-3 x DAS- £1567-1 %
MON-880317-3 x DAS-59122-7)

Active Ingredients:

Bacillus thuringiensis Cryl A.105 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in corn event MON 89034.........ccvvivcineenn. 2 0.0026%*
Bacillus thuringiensis Cry2 Ab2 protein and the genetic material necessary (vector PV-
ZMIR245) for its production in com event MON 89034.........c.ccecoceveeenn. 2 0.0053%*
Bacillus thuringiensis CrylF protem and the genetic material necessary (vector PHP8999)
for.its production m comievent TCIA0T ...l <0.0012%*
Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary (vector PV-
ZMIR39) for its production in corn event MON 88017..c..ccvvvivveccvieiniennn, < 0.0079%*
Bacillus thuringiensis Cry34Abl protein and the genetic material necessary (vector
PHP17662) for its production in com event DAS-59122-7.......c..cvveeen . 2 0.01 94 %*
Bacillus thuringiensis Cry35Ab1 protein and the genetic material necessary (vector
PHP17662) for its production in com event DAS-59122-7 .....c.cccccovnneinnnd <0.0042%*
Inert Ingredients:

CP4 EPSPS protein (5-enolpyruvylshikimate-3-phosphate synthase) and the genetic
material necessary (véctor PV—ZMIR39) for its production in corn event MON 88017

PAT protein (phosphinothricin acetyl transferase) and the genetic material necessary
(vectors PHP17662 and PHP8999) for jts production in corn event TC1507 and
DAS-39122-T it S 0.00045%F
*¥Maximum percent (wi/wt) of dry forage

KEEP OUT OF REACH OF CHILDREN

CAUTION

NET CONTENTS - R
EPA Registration No. 524-XXX e
EPA Establishment NO. 524"M0"002 3 33 : Ll

Monsanto Company )
800 North Lindbergh Blvd. Yibva®
St. Louis, MO 63167
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DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its
labeling. Sales of corn hybrids that contain Monsanto’s Bt com plant-incorporated
pesticide(s) must be accompanied by a Grower/IRM Guide which includes information on
planting, production and insect resistance management and notes that routine applications
of insecticides to control these insects are usually unnecessary when com containing the Bt
proteins is planted.

MON 89034 x TC1507 x MON 88017 x DAS-59122-7 protects com crops from leaf,
stalk, and ear damage caused by com borers and root damage caused by com rootworm
larvae. In order to minimize the risk of these pests developing resistance to MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 com, an insect resistance management plan must
be implemented which includes planting of a refuge. Growers who fail to comply with the
IRM requirements risk losing access to Monsanto’s corn PIP products. A common refuge
must be planted for both com borers and corn rootworms. The refuge must be planted with
corn hybrids that do not contain Bt technologies for the control of com rootworms or corn
borers. This product’s refuge configuration is interspersed within the field and is allowed
only by planting a licensed seed-mixture containing MON 89034 x TC1507 x MON 88017
x DAS-59122-7 and a minimum of 5% non-PIP seed, and is limited to use in the U.8. Com
Belt.

These refuge requirements do not apply to seed propagation of inbred and hybrid seed com
under this registration; however, seed propagation over 20,000 acres per county andup to a
combined US total of 250,000 acres per PIP active ingredient per year would utilize the
discrete refuge options for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 under
EPA registration 524-581. '

Ability to plant this interspersed refuge configuration for MON 89034 x TCI507 x
MON 88017 x DAS-59122-7 is based on geography and the insect pressure present in
various locations. In non-cotton growing regions and in cotton growing regions where
com earworm is not a significant pest (i.e. the same regions where the minimum refuge
size is 5% under Genuity™ SmariStax " registration 524-581), a seed mix refuge option is
allowed. Planting SmartStax corn in regions prohibiting an interspersed refuge option is
still available to growers under registration 524-581. The interspersed refuge option under
this registration is limited to planting specifically licensed seed com of MON 89034 x
TC1507 x MON 88017 x DAS-59122-7. The seed producer must ensure a minimum of
5% non-PIP refuge seed is included with the MON 89034 x TCI1507 x MON 88017 x
DAS-59122-7 in each unit of seed com.

The interspersed refuge option can only be used by planting seed corn specifically
generated by seed producers licensed by the registrant. With this option, the refuge seed
may not be treated with seed-applied insecticides for Com Rootworm (CRW) control, and
the refuge plants may not be treated with insecticides for Lepidopteran pest or CRW

™ Genuily and SmartStax are trademarks of Monsanto Technalogy LLC.
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confrol unless the entire field is treated. Insecticidal treatments labeled for adult CRW
control are discouraged during the time of adult CRW emergence.

A schematic of the interspersed refuge from planting a seed mix of 95% MON 89034 x
TC1507 x MON 88017 x DAS-59122-7 seed with 5% non-PIP com is shown below. This
option is not allowed in cotton-growing regions where cotn earworm is a significant pest
(i.e. the regions where the minimum refuge size is 20% under SmartStax registration
524-581).

Interspersed Refuge

95% MON 85034 = TC1507 =
MON 88017 x DAS-59122-7
and 5% non-PIF refuge
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The table below summarizes the interspersed refuge option for each region based on the
planting of MON 89034 x TCI507 x MON 88017 x DAS-59122-7 seed mixture in cotton
or non-cotton growing regions and the insect pressure present in those locations.

Monsanto Company

Region

Planting

Refuge as
seed mix
allowed

Cotton growing where CEW isa
significant pest and WCRW,
NCRW, and MCRW are not
significant: NC, 8C, GA, FL, TN
(only the counties of Carroll,
Chester, Crockett, Dyer, Fayette,
Franklin, Gibson, Hardeman,
Hardin, Haywood, Lake,
Lauderdale, Lincoln, Madisen,
Obion, Rutherford, Shelby, and
Tipton), AL, MS, LA, AR, VA
(only the counties of Dinwiddie,
Franklin City, Greensville, Isle
of Wight, Northampton,
Southampton, Suffolk City,
Surrey, and Sussex)

No

Cotton growing where CEW is a
significant pest and WCRW,
NCRW, and/or MCRW are
significant: TX (except the
counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree,
Roberts, and Sherman), OK
{only the counties of Beckham,
Caddo, Comanche, Custer,
Greer, Harmon, Jackson, Kay,
Kiowa, Tillman, and Washita),
MO (only the counties of
Dunklin, New Madrid, Pemiscot,
Scott, and Stoddard)

No

Cotton growing where CEW is
not a significant pest and
WCRW, NCRW, and MCRW
are not significant: NM, AZ, CA,
NV

Yes

Non-cotton growing where
WCRW, NCRW, and MCRW
are not significant: OR, WA, ID,
MT, WY, UT, VA (except the
counties of Dinwiddie, Franklin

Yes

07-CR-192E-2
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City, Greensville, Isle of Wight,
Northampton, Southampton,
Suffolk City, Surrey, and
Sussex), WV, PA,MD,DE, CT,
RI, NI, NY, ME, MA, NH, VT,
HI, A¥, TN (except the counties
of Carroll, Chester, Crockett,
Diyer, Fayette, Franklin, Gibson,
Hardeman, Hardin, Haywood,
Lake, Lauderdale, Lincoln,
Madison, Obion, Rutherford,
Shelby, and Tipton)

Non-cotton growing where
WCRW, NCRW, and/or MCRW
are significant: KS, NE, SD, ND,
MN, IA, MO (except the
counties of Dunklin, New
Madrid, Pemiscot, Scott, and
Stoddard), IL, WI, MI, IN, OH,
KY, CO, OK (except the
counties of Beckham, Caddo,
Comanche, Custer, Greer,
Harmon, Jackson, Kay, Kiowa,
Tillman, and Washita), TX (only
the counties of Carson, Dallam,
Hansford, Hartley, Hutchinson,
Lipscomb, Moore, Ochiltree,

Yes

Roberts, and Sherman)

Corn Inseets Controlled or Suppressed

European corn borer (ECB)
Southwestern corn borer (SWCB)
Southern cornstalk borer (SCSB)
Corn earworm (CEW)

Fall ammyworm (FAW)

Stalk borer

Lesser corn stalk borer

Sugarcane borer (SCB)

Western bean cutworm (WBC)
Black cutworm

Western corn rootworm (WCRW)

Northem corn rootworm (NCRW)
Mexican com rootworm (MCRW)

Monsanto Company

07-CR-192E-2

Ostrinia nubilalis
Diatraea grandiosella
Diatraea crambidoides
Helicoverpa zea
Spodoptera frugiperda
Papaipema nebris
Elasmopaipus lignoselius
Diatraea saccharalis
Richia albicosta

Agrotis ipsilon

Diabrotica virgifera virgifera
Diabrotica barberi
Diabrotica virgifera zeae
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MON 89034 x TC1507 x MON 88017 x DAS-59122-7 is a product of Monsanto’s and
Dow AgroSciences’ research programs, offering unique genetic characteristics for specific
grower needs and may be protected by one or more of the following U.S. patents:
5023179, 5110732, 5164316, 5196525, 5322938, 5352605, 5359142, 5378619, 5424412,
5554798, 5641876, 5717084, 5728925, 5804425, 6018100, 6025545, 6051753, 6063597,
6083878, 6331663, 6489542, 6645497, 6962705, 7064249, 7227056, and 7250501.

EPA Accepted: _ / [/
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SECTION IV
PRODUCT ANALYSIS

Studies and volumes addressing product analysis were previously reviewed under EPA
registration 524-581. These studies are referenced by MRID in the data matrix and
describe the a) human health and environmental assessment of MON 89034 x TC1507 x
MON 88017 x DAS-59122-7, b) the molecular identity of MON 89034 x TC1507 x
MON 88017 x DAS-59122-7, and c) levels of the Cryl A.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34/35Ab1 proteins produced in tissues of MON 89034 x TCI507 x MON 88017 x
DAS-59122-7.
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SECTIONV

RESIDUE DATA

EPA has registered the CrylA.105, Cry2Ab2, CrylE, Cry3Bbl, and Cry34/Cry35Abl
proteins as produced in corn. The safety of these proteins has been demonstrated and they
are exempted from the requirement of a tolerance.

Tolerance Exemption Information
Protein 40 CFR Date Crop(s)_
CrylA. 105 §174.502 2008 Comn
CrylF §174.520 2001 Comn
Cry2Ab2 §174.519 2008 Corn and Cotton
Cry3Bbl §174.518 2004 Comn
Cry34/
Cry35Abl §174.506 2005 Comn
Monsanto Company 07-CR-192E-2
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SECTION VI
NONTARGET ORGANISM DATA

Studies conducted by Monsanto to characterize the potential hazards to non-target
organisms (NTOs) as a result of exposure to the CrylA.105, Cry2Ab2, CrylF, Cry3Bbl,
Cry34Abl, and Cry35Abl proteins have previously been submitted to EPA and were
reviewed for MON 89034 x TC1507 x MON 88017 x DAS-59122-7 under registration
524581, and are referenced by MRID in the data matrix.

Page 173 of 175
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SECTION VII
TOXICOLOGY DATA

Studies conducted to assess the potential toxicity and allergenicity of the CrylA.105,
Cry2Ab2, CrylF, Cry3Bbl, Cry34Abl, and Cry35Abl and the inert proteins have
previously been submitted to EPA and were reviewed for MON 89034 x TCI507 x
MON 88017 x DAS-59122-7 under registration 524-581. These studies are referenced by
MRID in the data matrix. Studies demonstrating functional equivalence of the E. coli- and
plant-produced CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Abl PIP proteins have
previously been submitted to EPA and are exempted from the requirement of a tolerance:
40 CFR §174.502, §174.519, §174.520, §174.518, and §174.506, and were reviewed for
products TCI1507, DAS-59122-7, MON 88017, MON 89034, and for MON 89034 x
TCI1507 x MON 88017 x DAS-59122-7 under registration 524-581. These studies are
referenced by MRID number in the data matrix. The CP4 EPSPS and PAT profeins
produced in MON 89034 x TCI1507 x MON 88017 x DAS-59122-7 are classified as plant
pesticide inert ingredients and are exempted from the requirement of a tolerance: 40 CFR
§174.523 and §174.522, respectively, and the studies pertinent to those reviews are
referenced by MRID number in the data matrix.
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SECTION VIII
EFFICACY DATA

Studies and data demonstrating the efficacy and spectrum of insecticidal activity of the
CrylA.105, Cry2Ab2, CrylF, Cry3Bbl, Cry34/35Ab1 proteins produced in MON 89034 X
TCI1507 x MON 88017 x DAS-59122-7 were reviewed for MON 89034 x TC1507 x
MON 88017 x DAS-59122-7 under registration 524-581, and are referenced by MRID in
the data matrix. Data demonstrating the efficacy of the CrylA.105, Cry2Ab2, CrylF,
Cry3Bbl, Cry34/35Ab1 proteins produced in MON 89034 x TC1507 x MON 88017 x
DAS-59122-7 relative to utilization of an interspersed in-field refuge is presented in
Volume 2 of this submission.
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Pages 613 - 624
*C'onfidential Statement of Formula may be entitled to confidential treatment*



iR

Enolpyruvyishikimate-3-phesphate {CP4 EPSPS) synthase in all plants;
exeniption from the renuiremennt of a tolerance. Resitlues of the CP4
Enolpyruvylshikimnte-3-phosphate (CP4 EPSPS) synthase enzyme in all
iHlants are exemiit from the requirement of a tolerance when used as
plant ingorporated protectant inert ingredients it all food commodlities.
[Feileral Register / Vol. 72, I10. 79 fWednesday, April 25, 2007 7 Rules and
Regulations / pp. 20431.-20436[ SR 12/3:2009
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hasphincﬂhricin'acetyﬂransferase (PAT) andthé genetic materia! necegsary for its |O-:her Caommon - l'«
roduction when produced in piants as a piant pesticide inert ingredient
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